This report is required by law (7 USC 21 43). Failure to report according to Ihe ragulationt can 
result In an order to cease and detist and to be sut^ect to penaHiac at provided for In Section 21! 

See ettached form for 
additional Information. 

mteragancy Report Control No.; 

UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PUNT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: ‘IO-F-0002 

CUSTOMER NUMBER: 439 

FORM APPROVED 

OM8 NO. OS79-003B 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

Walter Reed Army Institute Of Research 
Div. Of Veterinary Medicine 

Building 511 Robert Grant Ave, 

Silver Spring. MD 20910 



Telephone: (301) -319-7100 



3. REPORTINO FACILITY ( Lilt •» locations whora animals wora housad or usad In actual raaaarch, tasting, or axporimomsilon, or hald fcr thaaa purposas. Attach additional shaats if nacassary ) 


FACILITY LOCATIONS ( Sitas ) - Saa Atachad Listing 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILfTY I Attach addlBomi thartg If iwca«»arv or usa APHIS Form 7023A )' 


A, 

Animala Covered 

By TtM Animal 
Welfara Ragulationa 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
leeching, testing, 
experiments, 
research, or 
surgery but not yf 
used for such 
purposes. 

C, Number of 
animala upon 
vdtich teaching, 
research, 
experimants. or 
tests were 
conducted 
involving no pain, 
distress, or use o 
psin-ralladng 
drugs. 

0, Number of animals upon 
w4ilch axpartmanis. 
leaching, retearch, 
surgery, or tests were 
conducted involving 
accompanying pain or 
dlslress to the enimata an 
for vdtich appropriate 
anasihalic, analgesic, or 
Iranquilizing drugs wars 
usad. 

E. Number of animals upon which leaching, exparimenls, 
research, auigery or lesis were conducted Involving 
accompanying pain or diatress to the animala and for vm 
the use of appropriate enaslhetlc, anelgesic, or iranquiliz 
drugs would have adversely affected (he procedurae. res 
or inlerpratallon of ths lOBching, raaaarch, experimenis. 
surgery, or testa. ( An axplanatlon of Ihe procedures 
producing pain or dtatrasa in thaaa animals and ths reast 
such drugs were not used must ba attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E ) 

4. Dogs 

0 

0 

0 

0 

0 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

0 

20 

136 

367 

523 

7. Hamsters 

0 

0 

67 

0 

67 

8. Rabbits 

0 

88 , 

1 117 


. 211 

9. Non~human Primates 

263 

387 

^ 0 


387 

10. Sheep 

0 

0 

0 

0 

0 

11. Pigs 

0 

106 

280 

8 

394 

12. Other Farm Animals 

0 

0 

0 

0 

0 







13. Other Animals 

0 

0 

0 

0 

1 

0 




















pLMURAWESTATEMEWTS 


1 ) Prafesalonally acceptable standarda governing the care, treatmani, and use of animals, including appropriate use of anesteiic, analgesic, and trarH)uilizing drugs, prior to, during, and foliowing actual rest 
teaching, testing, surgary, or axperimentation were followed by this research facility. 

2) Each principal Investigator has considered alternatives to painful proceduras. 

3) This facility is adhering to ihe standards and ragulalions under the Act. and it has required that exceptions lo Ihe standards and regulations be specified and axplained by the principal Investigator and sp 

Institutional Animal Care and Use Committee (lACUC). A summary of afl such axcapttons la attached to thia annual report In addiUon to IdarMIfying the lACUC-approved exceptions, this summary Int 
brief expiartation of the exceptions, ss weH is tie spedes and nuntierof animals effected 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee Ihe adequacy of other aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 

SIGNATURE OF C.E OR 1NSTITU1 OFFICIAL 

NAME & title of C.E,0. OR INSTITUTIONAL OFFICIAL ( T>pe or PrM ) 

. i 

DATE SIGNED 

• i ?ni 


APHIS FORM 7023 (Replaces VS FORMh 8-23 (OCT 08). which is obaoiata.) 

(AUG 91) 




Column £ Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is voluntary. 
Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an explanation. A Column E 
explanation must be written so as to be understood by lay persons as well as scientists. 


1 . Registration Number: lO-F-0002 


2. Number 147 of animals used in this study. 

3. Species (common name) Guinea Pig ^of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 

The guinea pigs will be exposed to subacute or to chronic low-dose Soman, Sarin, or VX. 
Neurological observations will be performed before, during, and following dosing. 

Some nerve agent-exposed guinea pigs will be prepared using biotelemetry techniques for the 
collection and analysis of EEG, EKG, body temperature, and locomotor acitivity data. Guinea 
pigs will be anesthetized to achieve deep surgical anesthesia using a solution containing a mixture 
of Ketamine and Xylazine. Having achieved deep surgical anesthesia, either the surgical 
procedures or euthanasia will be conducted. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. (For Federally 
mandated testing, see Item 6 below) 

Nerve agent exposed Guinea pigs may experience seizures. The pre- and post-seizure periods may be 
accomplished by distress. The relief of the pre-seizure period of distress is difficult to predict and 
pharmacological treatment is contraindicated if we are to determine the primary effects of nerve agent 
exposure. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

Agency CFR 



Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is voluntary. 
Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an explanation. A Column E 
explanation must be written so as to be understood by lay persons as well as scientists. 


1 . Registration Number: lO-F-0002 

2. Number 220 of animals used in this study. 

3. Species (common name) Guinea Pig of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 

Shigella vaccine candidates were evaluated by placing Shigella in the conjuctivae of guinea pigs’ 
eyes, and then the severity of inflammation was scored. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. (For Federally 
mandated testing, see Item 6 below) 

The study of immune response to and protective efficacy of vaccine candidates directed against Shigella 
requires an accurate evaluation of the immune response raised by the administration of these vaccines. 
The use of analgesics, particularly opiates or narcotics, result in immunosuppression, which would 
invalidate the results of experiments testing immune responses as well as increasing the severity of the 
possible eye infection. Use of analgesics that are anti-inflammatory (e.g. aspirin) would also invalidate 
the model since we are studying a model for inflammation of epithelial cells by bacterial invasion. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

Agency CFR 



Column £ Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is voluntary. 
Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an explanation. A Column E 
explanation must be written so as to be understood by lay persons as well as scientists. 


1 . Registration Number: lO-F-0002 


2. Number 


6 


of animals used in this study. 


3. Species (common name^ Rabbit of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 

Distress due to Busulfan/Ethyl palmitate, the cytotoxic regimen, or due to antibodies used to 
induce thrombocytopenia in rabbits, may weaken the animal and cause potential symptoms, such 
as: significant bleeding due to thrombocytopenia (hematoma); nonspecific drug-related adverse 
events — persistent anorexia, significant injection site reactions, significant decreased ambulation 
or listlessness; restlessness, repetitive locomotion, and abnormal vocalization. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. (For Federally 
mandated testing, see Item 6 below) 

Any rabbits showing any combination of these signs will be euthanized with euthanasia solution. All 
other procedure will occur under general anesthesia in these non-survival experiments, so no pain is 
anticipated. The potential painful procedures, i.e. the cannulation and laparotomy procedures, described 
in this protocol are essential for creating the conditions necessary to study the stability and efficacy of 
Multi-function Blood Substitution in vivo. However, every effort will be made to ensure maximum 
comfort of the animals under anesthesia. There will be a conscious effort by the P.I. and his staff to 
provide additional consideration for comfort and well being of the animals as is consistent with the 
scientific integrity of the study. The attending veterinarian was consulted regarding appropriate and 
humane use of anesthesia to alleviate the pain associated with the surgical procedures in this protocol. 
Animals that appear distressed or moribund will be euthanized according to section V.D.7 of this 
protocol. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

Agency CFR 



Column £ Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and 
its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not 
required as part of an explanation. A Column E explanation must be written so as to be understood by 
lay persons as well as scientists. 

1 . Registration Number: lQ-F-0002 


2. Number 8 of animals used 

in this study. 

3. Species (common name) Swine of animals used 

in the study. 

4. Explain the procedure producing pain and/or distress. 

Piglet model for both emetic and lethal response to Staph endotoxins (SE). Piglets are dosed 
orally with SE. A determination is made of the value of various potential drugs for prophylaxis 
against emesis (vomiting) and lethal shock. In addition, an evaluation of how late the drugs can 
be administered after SE-challenge and still retain desired efficacy of response is determined. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. (For Federally 
mandated testing, see Item 6 below) 

The lethal shock that is induced by the lethal SE-challenge with the LD50 test in the positive control 
animals will necessarily cause pain to these animals. Positive controls are required to validate results. 
Analgesics would impact the physiological parameters, exacerbating the lethal shock or emesis induced 
by the SE and compromising analysis of collected data. If the experimental drugs proved their utility, the 
animals should experience relief, but should they not experience relief then that indicates failure of the 
drug and is necessary for that reason. In all circumstances, the animals will be under constant veterinary 
care and will not be subject to any unnecessary pain. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

Agency CFR 



MINIMML MiNU ru/MN I ncnt- t n i iv^in Qtr \ v iuc. 


OMB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

ARMED FORCES INSTITUTE OF PATHOLOGY 

6825 16TH ST. NW 

BLDG 54 RM5016 

WASHINGTON. DC 20306 

(202)782-2100 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teacning, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONSfsrfes) 


See Attached Listing 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

12-05-2Q01 RCVD 


1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets ifnecei 

!sa/y or use APHIS FORM 7023A ) 


A. 

B. Number of 

C. Number of 

D. Number of animals upon 

E. Number of animals upon which teaching. 

F. 


animals being 

animals upon 

which experiments. 

experiments, research, surgery or tests were 


Animals Covered 

bred. 

which teaching. 

teaching, research. 

conducted involving accompanying pain or distress 

TOTAL NO. 

By The Animal 

conditioned, or 

research. 

surgery, or tests v^ere 

to the animals and for which the use of appropriate 

OF ANIMALS 

Welfare Regulations 

heia for use in 

experiments, or 

conducted involving- 

anesthetic.analgesic, or tranquilizing drugs would 



teaching, testing. 

tests were 

accompanying pain or 

have adversely affected the procedures, results, or 

(Cols. C 


experiments. 

conducted 

distress to the animals 

interpretation of the teaching, research. 

D<-E) 


research, or 

involving no 

and for which appropriate 

experiments, surgery, or tests. (An explanation of 



surgery but not 

pain, distress, or 

anesthetic, analgesic, or 

the procedures producing pain or distress in these 



yet used for such 

use of pain- 

tranquilizing drugs were 

animals and the reasons such drugs were not used 



purposes. 

relieving drugs. 

used. 

must be attached to this report) 



4, Dogs 



I ASSURAN CE STATEMENTS 

1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropnate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and It has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to Identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL | NAME & TLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 



HIS FORM 7023 
(AUG 91) 


VS FORM 18-23 (Oct 88), which is obsolete 


///mf I 

PART 1 - HEADQUARTERS 


















Nuv ‘d tmt 


This report is requ.Yed by law (7 USC 2143). Failure to report according to the regulations can 
result in-an order to cease and desist and to be subject to penalties as provided for in Section 21! 

See attached form for 
additional information. 

Interagency Report Cpnicoi Nn • 

UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER; 14-F-0009 

CUSTOMER NUMBER: 4@3 

FORM APPROVED 

OMB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

U.S.D.A./Human Nutrition Res. Ctr. At Tufts U 

711 Washington Street 

Boston, MA 02111 


Telephone: (617) -556-3200 



3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS { Sites ) - See Atached Listing 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RES EARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 702 3A I "| 


A. 

Animals Covered 

By The Animal 
Welfore Regulations 

B. Number of 
animals being 
bred, conditioned, 
or held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use oi 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, 
results, or interpretation of the teaching, research, 
experiments, surgery, or tests. ( An explanation of the 
procedures producing pain or distress in these animals a 
the reasons such drugs were not used must be attached 
this report ). 

F. 

TOTAL NUMBER 
■ OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 






/.■Hamsters 


37 

492 


529 

- 

B. Rabbits 



2 


2 

9. -Non-human Primates 


1 



10. Sheep 






11. Pigs 






12. Other Farm Animals 












13. Other Animals 






Mice 

3,363 

3,199 

1,479 

279 

4,957 

Rats 

662 

183 

398 


581 

Ferrets 


70 

121 


191 

[-ASSURANCE STATEMENTS j 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual rase 
teaching, testing, surgery, or experimentation were foliowed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards arxi regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions Is attached to this annual report In addition to identifying the lACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the. spedes and number of animals affected. 


4) The attending veterinarian for this research fadlity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 

[ 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Tvoe or Print ) 

DATE SIGNED 

n-io-o; 


APHIS FORM^023 (Replaces vs form 1853 (OCT 88), which is obsolete.) 
( AUG 91 ) 







































Jean Mayer 

United States Department of Agriculture 
Human Nutrition Research Center on Aging 
At Tufts University 


b)(4) 


Nutritional Immunology Laboratory 


October 15, 2001 


To: 

From: 

Re: 


Animal Care and Use Committee, HNRCA 


Category E animals in Amendment to Protoco 



The major limiting factor in conducting our study is the large number of 
animals needed to collect sufficient number of macrophages for our experiments. 

This inherent difficulty can be overcome by intraperitoneal injection of 
thioglycollate (TG) which elicits recruitment of macrophages to peritoneal 
cavity. TG is a widely used stimulatory agent which induces non-infectious 
acute peritoneal inflammation in mice and rats. Administration of TG has 
been shown to increase the total number of macrophages up to four-fold, which will 
reduce the number of animals necessary for addressing our specific aims. 

A number of recent studies have successfully demonstrated that TG-elicited 
macrophages can be used in the study of some gene expression and signal transduction. 
However, the feasibility of using TG-elicited macrophages to study COX-2 gene 
expression is not known. 

To test this, we need to inject TG intraperitoneally to mice three days before they 
are euthanized by CO 2 asphyxiation for macrophage collection. Peritoneal injection will 
cause discomfort and moderate pain in mice, which unfortunately can not be alleviated. 
Thus we have classified the animals under category E. 


711 Washington Street 
Boston, Massachusetts 02111 
FAX: (617) 556-3344 



To: Animal Care and Use Committee 


From: 


PI of 


Protocol 


RE: Justification of Category E in WA -1 Protocol: Effects of Combined Chemopreventive 
Agents ( 9 -cis retinoic acid, celecoxib, and l, 25 (OH )2 vitamin D3) Against NNK-induced 
Lung Carcinogenesis in AJ Mice 


Protocol y|jj|H will include USDA Category E research in which some experimental 
animal groups wil^^erience pain and/or distress without alleviation. This letter will verify a 
lack of alternative methods and assure the committee that the proposed research does not 
unnecessarily duplicate previous experiments. 


We propose to conduct an in vivo intervention study to investigate the effectiveness of 9- 
cis retinoic acid, l,25(OH): vitamin D3, and a COX-2 inhibitor drug alone and in combination as 
anti-carcinogenic agents in the AJ mouse model of lung cancer. Lung tumors in strain A/J mice 
resemble human lung adenocarcinoma and have become the preferred test system to study this 
form of cancer. The target of chemoprevention is premalignant lung disease, making animal 
models essential for evaluating the efficacy of compounds and interactions in the suppression of 
tumor progression. Because symptoms rarely occur in the early stages of human lung cancer and 
many of these early cancers go undiagnosed, mice genetically predisposed to this form of cancer 
allow us to study lung cancer chemoprevention over the course of months and with fewer 
animals than similar studies with human subjects. The induction of lung minors in AJ mice 
progresses through several distinct stages similar to the stages of human lung cancer. In both 
mice and humans, adenocarcinomas progress to adenomas and ultimately carcinomas. Further, 
tumor initiation by a tobacco-derived carcinogen. 4-(methylnitrosamino)-l-(3-pyridyl)-l- 
butanone (NNK), in AJ mice is characterized by premalignant legions containing a gene 
alteration that is also present in some human cancers. This makes the AJ mouse an ideal model in 
which to smdy lung cancer chemopreventative agents that may be of benefit to the human 
population. Although we cannot alleviate minor formation in the NNK-injected control group, 
the treatment group using combined chemopreventive agents should alleviate mmor 
formation/distress/animal pain. 


While mechanistic hypotheses and data from cellular smdies suggest that combinations of 
vitamins and anti-inflammatory drugs may be effective in lung cancer chemoprevention, there is 
a clear lack of in vivo work in this area. This will be the first study to examine vitamin A and 
vitamin D interactions in an animal model of lung cancer and the first smdy to combine these 
vitamins with a COX-2 inhibitor to examine synergistic effects. If successful, this smdy could 
lead to new approaches in cancer chemoprevention, utilizing combinations of chemopreventive 
vitamins and drugs in smaller and less toxic doses, thereby avoiding the side effects commonly 
seen in early clinical trials testing single agents. This research cannot be done using cell models 
as results cannot be applied to in vivo mmorigenesis. 



TO: The HNRC Animal Care and Use Committee 

FROM; NEPS Laboratory 

RE: Justification of Category E in protoco^^^jm “Roles of TNF and 

interleukin- 1 in stress-induced cachexia: Effects of age in transgenic 
mice” 


Our protocol 


addresses the question of whether the cytokines involved in cachexia 
are the same as sarcopenia (namely TNF, IL-1, and IL-6). This line of research pertains 
to the mission of the NEPS laboratory, ie, the understanding and alleviation of 
physiological or pathological processes leading to sarcopenia, wasting and cachexia. 

In|j|iHH turpentine will be delivered subcutaneously in one of the hind limbs of wild 
typ^n^GF-I transgenic mice. Unfortunately, turpentine injection, although not lethal, 
results in a sterile abscess that cause pain. This pain is comparable to that felt by humans 
with a thigh abscess. We anticipate the abscess to be maximal 16 days after injection, 
and to gradually shrink thereafter. Unfortunately, the pain will not be alleviated by pain 
killers, as these drugs may induce changes in the levels of muscle cytokines, one of the 
major endpoints of this study. Because sub-clinical inflammation is a recognized feature 
of human aging, the proposed experiments are germane to the issue of age-related 
changes in protein catabolism, inflammation, and immune responses. 



NOV 2 6 M3 


Jean Mayer 

United States Department of Agriculture 
Human Nutrition Research Center on Aging 
At Tufts University 


November 10, 2003 

Elizabeth Goldentyer, D.V.M. 

Regional Director - Animal Care 
APHIS, Eastern Regional Office 
920 Main Campus Drive, Suite 200 
Raleigh, NC 27606-5213 

Reference: USDA Annual Report (Registration No.: 14-F-0009) 

Dear Dr. Goldentyer: 

The enclosed documents represent the U.S.D.A. Human Nutrition Research Center on Aging at 
Tufts University’s (HNRCA) “Annual Report of Research Facilities” for the Federal fiscal year, 
October 1 , 2002 through September 30, 2003. Aspects of this report that require comment are: 

1) Animals reported under Category E: 

a) Mild non-infectious peritoneal inflammation was induced in sixty-one (61) mice by the 
intraperitoneal injection of thioglycollate to increase the total number of peritoneal 
macrophages available (which reduced the number of animals used) for peritoneal 
macrophage harvest. The letter of justification for category E research was submitted with 
the lACUC animal protocol and is attached. 

b) Lung tumors were induced in one hundred one (101) mice to examine the combined 
synergistic effects of vitamin A, vitamin D and COX-2 inhibitors to evaluate their role in lung 
cancer chemoprevention. The letter of justification for category E research was submitted 
with the lACUC animal protocol and is attached. 

c) Sarcopenia was induced in one hundred fifteen (115) mice by the subcutaneous 
injection of sterile turpentine into the hind limbs of the mice to evaluate if the cytokines 
involved in cachexia are the same as those of sarcopenia (namely TNF, IL-1 and IL-6) In 
an effort to understand and potentially alleviate the physiological or pathological processes 
leading to sarcopenia, wasting and cachexia. The letter of justification for category E 
research was submitted with the lACUC animal protocol and is attached. 


regarding the report, please do not hesitate to contact me. 


711 Washin'^on Ijtreet 
Boston, Massachusetts 02111 
FAX: (617) 556-3344 



UNITED STATES DEPARTMENT OF AGRICULTURE 
AK MAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 

14-F-0010 


CUSTOMER NO. 
645 


FORM APPROVED 
0MB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 
include Zip Code) 

NATIONAL MARINE FISHERIES SERVICE AQUARIUM 
166 WATER STREET 
WOODS HOLE. MA 02543 
(999) 999-9999 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONS(s/fes) 


See Attached Listing 


Seal.. Poo 


1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if nece. 

>sary or use APHIS FORM 7023A ) 

A. 

B. Number of 

C. Number of 

D. Number of animals upon 

E. Number of animals upon which teaching. 

F. 


animals being 

animals upon 

which experiments. 

experiments, research, surgery or tests were 


Animals Covered 

bred. 

which teaching. 

teaching, research, 

conducted involving accompanying pain or distress 

TOTAL NO. 

By The Animal 

conditioned, or 

research. 

surgery, or tests were 

to the animals and for which the use of appropriate 

OF ANIMALS 

Welfare Regulations 

held for use in 

experiments, or 

conducted involving 

anesthetic.analgesic. or tranquilizing drugs would 



teaching, testing. 

tests were 

accompanying pain or 

have adversely affected the procedures, results, or 

(Cols. C + 


experiments. 

conducted 

distress to the animals 

interpretation of the teaching, research. 

D ♦ E) 


research, or 

involving no 

and for which appropriate 

experiments, surgery, or tests. (An explanation of 



surgery but not 

pain, distress, or 

anesthetic, analgesic, or 

the procedures producing pain or distress in these 



yet used for such 

use of pain- 

tranquilizing drugs were 

animals and the reasons such dnjgs were not used 



purposes. 

relieving dnjgs. 

used. 

must be attached to this report) 



4. Dogs 



I 


ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to. during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

l certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


SIGN/ - C.E.O. QRINSTITUTIOblAi. OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Tyoe or Print) I DATl 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


rint) I DATE SIGNED 

PART 1 - HEADQUARTERS 























porm /u^j ;»iie list 


The following sites have been reported by the facility. 


Registration Number: 
Customer Number: 
Facility: 


14-F-0010 

645 

NATIONAL MARINE FISHERIES SERVICE AQUARIUM 
166 WATER STREET 
WOODS HOLE. MA 02543 
(999) 999-9999 


NATIONAL MARINE FISHERIES SERVICE AQUARIUM 
166 WATER STREET 
WOODS HOLE, MA 02543 



Jhis rfinort is required by law (7 DSC 2143). Failure to report according to the regulations can 
result m an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for Interagency Report Con'rol No 

50. additional information. 0180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 

14-F-0010 


CUSTOMER NO. 

645 


FORM APPROVED 
0MB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (NBrne and Address, as registered with USDA. 
include Zip Code) 

NATIONAL MARINE FISHERIES SERVICE AQUARIUM 
166 WATER STREET 
WOODS HOLE. MA 02543 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 



FACILITY L0CAT10NS(s/fes) 


NATIONAL MARINE FISHERIES SERVICE AQUARIUM 
WOODS HOLE. MA 02543 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted Involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analgesic. or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

{Cols. C + 

D + E) 


4. Dogs 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to. during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal Investigator has considered alternatives to painful procedures. 

3) This facility Is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

10/26/2001 



APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 
























This report is required byiaw (7 USC 2143). Failure to report according to the regulations can resuit in an order 10 
. cease and desist and to be subject to penalties as provided for in Section 2150. 


See attached form for 
additionai information. 


interagency Keport control ivo.: 


UNITED STATES DEPARTMENT OF AGRICULTURE 

(.CERTIFICATE NUMBER; 21-F-0001 

FORM APPROVED 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

CUSTOMER NUMBER: 447 

0MB NO. 0579-0036 


USDA, ARS, NAA 

Plum Island Animal Disease Ctr 

r-'" ' 

ANNUAL REPORT OF RESEARCH FACILITY 

P.O. Box 848 


( TYPE OR PRINT) 

Greenport, NY 11944 



Telephone: (516) -323-2500 

- 


3. REPORTiNG FACILiTY (List ail locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary) 


FACILITY LOCATIONS (Sites) - See Attached Listing 


1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHiS Form 7023A 1 

A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiment, 
research, or 
surgery but not ye 
used for such 
Purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 

Involving no pain, 
distress, or use o' 
pain-relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for when 
the use of appropriate anesthetic, analgesic, or tranquilizer 
drugs would have adversely affected the procedures, 
research or interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of the 
procedures producing pain or distress in these animals and 
the reasons such drugs were not used must be attached 
to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

(COLUMNS 

C+D+E) 







5. Cats 






6. Guinea Pigs 


4 



4 

7. Hamsters 






8. Rabbits 


7 



7 

9. Non-human Primates 






10. Sheep 


6 

46 


52 

1 1 . Pigs 


30 

127 

106 

263 

12. Other Farm Animals 






Cattle 


4 

73 

12 

89 

13. Other Animals 






Horses 



10 


10 

ELK 



8 


8 

ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, and following actual 
research 

teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and 
approved 

Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary 


Includes brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 



CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official) 


SIGNATURE OF C E O OR INSTITUTIONAL OFFICIAL 


NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print ) 

DATE SIGNED 

/S-/f ov 


APHIS FORM 7023 
(AUG 91 ) 


(Replaces VS FORM 18-23 (OCT 88), which is obsolete.) 













































This report Is required bylaw (7 DSC 2143). Failure to report .according to the regulations can result in an order 10 
cease and desist and to be subject to penalties as provided for in Section 2150. 


See attached form for 
additional information. 


Interagency Keport Control No.: 


NOV 1 22DD4 


UNITED STATES DEPARTMENT OF AGRICULTURE 

1 . CERTIFICATE NUMBER; 21 -F-0001 

FORM APPROVED 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

CUSTOMER NUMBER: 447 

0MB NO. 0579-0036 


USDA, ARS, NAA 

Plum Island Animal Disease Ctr 


ANNUAL REPORT OF RESEARCH FACILITY 

P.O. Box 848 


(TYPE OR PRINT) 

Greenport, NY 1 1 944 



Telephone: (516) -323-2500 



3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary) 


FACILITY LOCATIONS (Sites) - See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS Form 7023A I 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiment, 
research, or 
surgery but not ye 
used for such 
Purposes. 

C. Number of 

animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use o' 
Pain-relieving 
drugs. 

D. Number of animals upon 

which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for 
when the use of appropriate anesthetic, analgesic, or 
tranquilizer drugs would have adversely affected the 
procedures, research or interpretation of the teaching, 
research, experiments, surgery, or tests. (An explanation 
of the procedures producing pain or distress in these 
animals and the reasons such drugs were not used must 
be attached to this report. 

F. 

TOTAL NUMBER 
OF ANIMALS 

(COLUMNS 

C+D+E) 







Chicken 


40 


335 

375 ^ 

Mice 


10 



10 





■ I 

























































ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, and following actual 
research teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 


3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and 
approved Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary 
includes brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

(Chief Executive Officer or Legally Responsible Institutional Official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 


I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print ) 


DATE SIGNED 

/3 


APHIS FORM 7023A 
(AUG 91) 


(Replaces VS FORM 18-23 (OCT 88), which is obsolete.) 
























Plum Island Animal Disease Center, New York 
Annual USDA Report Form 
October 1 5, 2004 

An explanation of the procedures producing pain or distress in animals listed in column E and the 
reasons such drugs were not used; 

Animals listed in column E of this annual report of Plum Island Animal Disease Center 
(PIADC) were infected experimentally with viruses and other agents that cause natural 
diseases in agricultural animals. 

Analgesics were not given to these infected animals when their administration would have 
masked the clinical signs needed to diagnose their diseases, or demonstrate their signs to 
students of PIADC’s national and international courses. 

Animals demonstrating sings of pain were euthanatized as soon as possible in order to 
minimize pain. 



■Piis report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penaities as provided for m Secoon 2150 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PUVNT HEALTH INSPECTION SERVICE 


1. REGISTRADON NO. 
31-F-0002 


CUSTOMER NO. 
442 


Interagency Repon Crvitrol I 
0180-OOA-AN 


FORM APPROVED 
0M8N0 0579^36 


annual report of research facility 

CTYPE OR PRINT). 


2. HEADQUARTERS RESEARCH FACIUTY {Name ana Aaoress. as rag>atwec -en uSDA 
mcAide Zc Cooe) 

OPERATIONAL TOXICOLOGY BRANCH 
2760 O ST. AREA B. AFRL/HEST 
WRIGHT-PATTERSON AFB. OH 45433 
(999) 999-9999 


3. REPORTING FACILITY (List all locations where animals were housed or used in aauai researcn. testing. loecniog. or expervnentabon. or neid for these purposes. Attacn aodiponei 
sheets if necessary.) 


FACIUTY LOCATlONSfsrfes; 


See Attached Listing 

BUILDING 838 AREA B WPAFB 


BUILDING 433 AREA B WPAFB 


BUILDING 79 AREA B WPAFB 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY {Anacn aoatiwat sneers i necessary v use APHIS FQRU 7Q23A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


8. Number of 
animals being 
bred. 

conditioned, or 
held for use m 
teaching, testing, 
expenmen ts. 
research, or 
surgery but not 
yet used for suen 
purposes. 


C. Number of 
animals upon 
which teaching, 
researcn. 
expenments. or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
reiieving drugs. 


D. Numoer or snan m jcon 
which expervnents, 
teaching, research, 
surgery, or tests were 
corvluaed nvorwng 
accompanying paai or 
distress to the arwwais 
and for wri<h sooroons'e 
snestnebc. anaiges<. or 
tranquiUsig cruga were 
used 


E, Numoer of anuriais upon which teaching, 
expenments. researcn. surgery or tests were 
conducted mvoiwig accompanying pain or distress 
to the ammais and for which the use of appropnate 
anesmeocanaigesic or tranquilirmg dnjgs would 
have adversely affeaed the procedures, results, or 
nterpretaoon of the teaching, research, 
expenments. surgery, or tests. (An explanation of 
(he pfoceama proauemg pam or distress m ttiese 
anenait and trie reasons sucti ctnigs were not used 
must be attacned to tfiis report) 


4. Dogs 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing me care, treatment and use of animaa. including aponxtrste ...se of anesthetic enargesic. and tranquiiizing drugs, pnor to. cvxmg 
and following actual researcn. teaching, tesbng, surgery, or expenmentaoon were followed by this research (aemy 

2) Each pnncipal investigator has considereo alternatives to pamfui procedures. 

3) This facility is adhenng to the standards and regulations under the Act and it has required that excectians to the standards and regulations be specified and explained by (he 
phncipal investigator and approved by the institutionat Anwnai Care and Use Committee tlACUC) A summary of ail the exceptions ts attached to this annual report, in 
addition to identifying the lACUC-approved exceptons. this summary includes a onef explanation of the eicapnons as wee as the speoes and number of animals affeced 

4) The attending vetennanan for this research faouty has appropnate authority to ensure the provison of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the atxive is true, correct and complete (7 u S C Seebon 2143) 


SIGNATURE OFJC-E.O. OR INSTITUTipNAL OFFICIAL [ NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DAT 


I DATE SIGNED 



aphis form 7U23 

(AUG 91) 


(Replacptf^VS FORM ia-23 (Oct 84), which is ol>«olete 


PART 1 - HEADQUARTERS 

























r* UNITED STATES DEPARTMENT OF Ai.>.<ICULTURE 

- ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 42-F-0007 

CUSTOMER NUMBER: -j 588 

FORM APPROVED 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

V I \ 

Nat'L Ani Dis Center 

P.O. Box 70 

2300 Dayton Ave 

Ames, lA 50010 


■ 1’ 

Telephone: (515) -663-7200 


1 3. REPORTING FACIUTY ( List all locations where animats were housed or used in actual research, testing, or experimemalion, or held for these purposes. Attach additional sheets if necessary ) | 

FACILITY LOCATIONS ( Sites ) - See Atached Listing 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets jf necessary or use APHIS Form 7023 aT 


A- 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not yt 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use a 
pain-retieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explartation of the procedures 
producing pain or distress in these artimals and the reasc 
such drugs were not used must be attached to this repon 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 






7. Hamsters 


15 

1 

4 

3 

22 

8. Rabbits 



6 


6 

9. Non-human Primates 






10. Sheep 


125 

80 


205 

11. Pigs 


391 • 

20 

194 

605 

12. Other Farm Animals 






Cattle 


231 

20 

18 

269 

1 3. Other Animals 






Bison 


105 



105 

Elk 


26 



26 

WT Deer 


71 



71 


ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual res& 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and apf. 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report In addition to identifying the lACUC-approved exceptions, this summary in' 
brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterirtarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 


CERTIFICATION BY H^DQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print ) 

DATE SIGNED 

APHIS FORM 7023 (Replacfe'V^ FORM 18-23 (OCT 88), which is obsolete.) 

( AUG 91 ) 












































I his report is required by iaw (7 USC 2143). failure lci( 
result'in an order to cease and desist and to be subjeci 


't according to the regulations can 
penalties as provided ior in Section 2150. 


See I ie side lor 
additional inlormalion. 


Interagency Report Control No. 
01 eO-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


CONTINUATION SHEET FOR ANNUAL REPORT 
OF RESEARCH FACILITY 

( TYPE OR PRINT) 


1. REGISTRATION NO. 

FORM APPROVED 

A2-F-0007 Gust. #1588 

0MB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code} 


Nat'l Ani Dis Center 
P.O. Box 70 
2300 Dayton Avenue 
Awes. lA 50010 


Telephone: 515--663-7200 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adiditianal sheets it necessary or use this lorm.) 


A. 

Animals Covered 

By The Aninral 

Welfare Regulations 

12. &/OR 13. Other 
{List by species) 

B. Number of 
animals being 
bred, 

conditioned, or 
held lor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purp>oses. 

C Number ol 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and lor which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and lor which the use of. appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation ol the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons^such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO. 

OF ANIMAU 

(Cols. C + 

D E) 

12. Goats 


14 



14 

Horse 


2 



2 







13. Reindeer 


17 



17 

Raccoons 


2 

43 


45 





, 












■ 
































- 

































1 


- 


ASSURANCE STATEMENTS 


1). Professionally acceptable standards governing the care, treatment, and use of animals, including approriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were lollowed by this research lacility. 


2) . Each principal investigator has considered alternatives to painful procedures. ■ , 

3) . This lacility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 

principal investigator and approved by the Institutional Animal Care and Use Committee (tACUC). A summary of all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4). The attending veterinarian lor this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of 
animal care and use. 


CERTIFICATION BY HEADQUARTES RESEARCH FACIUTY OFFICIAL 
(Chief E^cecutive Officer or Legally Responsible Institutional Official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143). 

DEC 1 0 2004 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL fType or Print) 

DATE SIGNED 


PA?5T ll = iHEADQSiAini » 


APHIS FORM 7023A 
^AUG 91 1 




1 




Registration #42-F-007 
National Animal Disease Center 





\ y 


Explanation of protocols for Category III animals listed on the APHIS 

Report Form 7023 submitted by NADC - October 1 , 2003 - September 30, 2004 

Studies include 271 animals: Cattle, Swine, Hamsters 

Cattle : 

1. This a study of characterization and modulation of Bovine Diarrhea 
Virus virulence. The pathological effects of the infection are to 
be evaluated. The pathological effects expected may include 
malaise, listlessness, anorexia, or diarrhea. Symptoms are the 
result of vascular leakage caused by the virus infection. The 
objective of the study is to determine if differences in genomic 
sequences or protein processing correlate with differences in 
pathology. 

2. Anti-diarrheal or anti -spasmodic drugs, and drugs that would 
increase the clotting ability of the blood would interfere in 
normal manifestation of the disease and may alter the pathology. 

To minimize the animal discomfort, the platelet counts are 
monitored, and all animals with platelet counts below 10,000 will- 
be euthanatized. The animals in Cat. I are the animals that did not 
exhibit ahy pain or distress (controls that were not challenged) 
and the animals that were euthanatized as the result of low 
platelet count. The disease had not progressed beyond exhibition of 
mild symptoms of the disease. The Cat. Ill animals are those that 
went off feed, became weak and/or developed diarrhea before the 
platelet count was below 10,000. On the basis of these symptoms 
these animals were also euthanized. 

Cat. I 23: Cat. Ill - 12: Total - 35 


1. The objective is to study the immune function of both early and 
late disease infection in the cow, the target species. An 
associated objective is to test and evaluate diagnostic tools for 
detection of bovine paratuberculosis . 

2. Paratuberculosis is a chronic disease, and study of the disease 

requires the observation and sample collection from the animals 
over several years. Symptoms of the disease; diarrhea, weight 
loss, and inappetence for up to 7 years, may occur and must be 
manifested for evaluation of the disease. Animals that exhibit 
severe weight loss, body condition (some below 2.0 - Penn State 
University) , or are recumbent over 24 hours will be euthanized. 
Cat. I -41: Cat. Ill - 2: Total - 43 


1. The objective of the study is to determine if, when, or how 0157:H7 
E. coli and other Shiga toxin-producing E. coli colonize and cause 
lesions in the gut of weaned calves. The parameters stated include 
shedding of organisms and histologic lesions. The study requires 
the disease be allowed to develop and symptoms be manifest. 

2. The use of interventions (treatments) anti-microbial that might 
prevent the pain or distress of diarrhea associated with 0157 

nFf- 0 2004 
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NADC #42-F-007 

(Cattle continued) 

colonization would interfere with colonization and interpretation 
of the results of the study. 

Cat. I -2: Cat. Ill - 2: Total - 4 


1. The objective is to determine the efficacy of intimin vaccines in 
cattle. Fecal samples will be collected before and after 
inoculation for bacterial counts and antibodies, and as need for 
diagnostic microbiology. 

2. The use of interventions (treatments) anti-microbial that might 
prevent the pain or distress of diarrhea associated with 0157 
colonization would interfere with colonization and interpretation 
of the results of the study. 

Cat. I -14: Cat. Ill - 2: Total - 16 



Swine : 

1. The objective of this research is to identify S . Typhimurium genes 
involved in survival during exposure to the swine stomach. The 
harsh environment of the stomach is the host's first line of 
defense following ingestion of a Salmonella-contaminated substance. 
Our goal is to understand how Salmonella survives exposure to the 
porcine stomach since swine are an important reservoir of the food- 
borne pathogen. An understanding of these survival mechanism may 
assist in the development of more effective prevention strategies. 

2. Validity of the experimental results require that the infectious 
disease induced by S. Typhimurium be allowed to manifest itself 
without the use of therapeutic drugs. Otherwise, the altered state 
of the host due to the use of antimicrobials will change the 
clinical response, potentially modifying the observed pathogenicity 
of the Salmonella mutants. 

Cat. I -0: Cat. Ill -12: Total - 12 


1. The objective of the study is to determine which pathogens act as 
primary agents predisposing to secondary infection in respiratory 
disease in swine . 

2. Only mild respiratory disease signs are expected. In this study of 
40 pigs, 30 develop mild signs, they needed to be allowed to 
develop to the point of causing some distress in the pig; anorexia, 
pyrexia, dyspnea, coughing, and nasal discharge. Administration of 
therapeutics to reduce the symptoms would interfere in 
manifestation of the disease in pigs, therefore, could not be 
given. If signs become severe and pigs unable to rise, they were 
euthanized. No pigs required euthanasia prior to the end of the 
two week study. 

Cat. I -10: Cat. Ill -30: Total - 40 


Objective of study is to evaluate the pathogenesis of SIV field 
isolates and the efficacy of SIV vaccines. SIV causes major 
economic losses to swine producers. We do not have any information 
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NADC #42-F-007 

(Swine Continued) 

of the pathogenesis of newly emerged SIV's and on the efficacy of 
vaccines against these viruses. 

2. Severe clinical signs are not expected following inoculation of 
pigs with SIV. Mild clinical signs consisting of pyrexia, 
anorexia, listlessness, sneezing, and coughing could develop. The 
onset of clinical signs is necessary to judge the pathogenic 
effects of the challenge virus and also to evaluate the efficacy of 
the respective vaccines. 

Cat. I -22: Cat. Ill -144: Totdl - 75 


1. Objective of study to investigate the pathogenesis of a putative 

new filterable agent that is thought to be the etiologic agent for 
an epidemic of vesicular disease reported in the field. 
Significance: tissue samples from this epidemic were tested by the 
Foreign Animal Disease Laboratory at Plum Island and no known viral 
vesicular disease agents were identified in the tissues. So, this 
epidemic of vesicular disease has an unknown etiology, and it is 
important to determine what the etiology was. 

2 Following challenge, mild clinical signs consisting of anorexia and 
listlessness may develop along with possible vesicular lesions on 
the snout, oral cavity, and coronary band. The onset of clinical 
signs is necessary to judge the pathogenic effects of the challenge 
and to study the pathogenesis of the disease. Drugs that might 
alleviate the clinical signs would obscure the pathogenic effects 
of the challenge and thus the pathogenesis of the disease. 

Cat. 1-16: Cat. Ill - 8: Total - 24 



Hamsters: 

1. The purpose of the study is to evaluate leptospira clones for 
virulence. Weanling hamsters will be inoculated with live 
organisms. 

2. Observation of clinical signs and how signs progress is necessary 
to evaluate virulence. Alleviation or relieving of the signs would 
interfere in the assessment. The pain would be the result of 
severe hemorrhage, or vascular leakage. The primary signs used to 
evaluate the disease are jaundice or hemorrhage. To relieve the 
pain or distress as the result of the infection would reduce the 
level of jaundice or hemorrhage. To minimize severe or terminal 
signs, animals are observed every eight hours and any animal 
exhibiting hemorrhage is euthanized. The Cat. I animals are those 
that show no signs of pain or distress; Cat. II are those that are 
detected with jaundice early and are given pentobarbital; and Cat. 
Ill are those that die acutely before jaundice or hemorrhage. 

Cat. I - 15: Cat. II -4: Cat. Ill - 3: Total - 22 
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UNITED STATES DEPARTMENT OF AGRICULTURE 
“ , ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 42-F-0008 

CUSTOMER NUMBER: 1726 

FORM APPROVED 

OMB NO. 0579-0036 


CVB-VS-APHIS-USDA 


ANNUAL REPORT OF RESEARCH FACILITY 

1800 Dayton Rd 

L 

( TYPE OR PRINT ) 

Ames, lA 50010 { 



Telephone: (515) ^63-8331 



3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentaticn, or held for these purposes. Attach additional sneets if necessary ) 


FACILITY LOCATIONS { Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023A i 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
leaching, lesting, 
experiments, 
research, or 
surgery but not ys 
used for such 

purposes. 

C. Number of 
animals upon 
which leaching, 
research, 
experiments, or 

tests were 
conducted 
involving no pain, 
oistress, or use o 
pain-relieving 
drugs. 

D, Number of animals upon 
which experiments, 
teaching, research. 

Surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which leaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or Iranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of Ihe leaching, research, experiments, 
surgery, or tests. { An explanation of the procedures 
producing pain or distress in these animals and the reasc 
such drugs were not used must be attached to this repon 

F. 

TOTAL NUMBER 
OF ANIMALS 

{ COLUMNS 
C+D+E ) 

4. Dogs 


10 



10 

5. Cats 






6. Guinea Pigs 

t 

245 

155 

40 

440 

7. Hamsters 


2202 


707 

2909 

8. Rabbits 


31 

161 

9 

201 

9. Non-human Primates 

1 





10. Sheep 






11. Pigs 






12. Other Farm Animals 


1 










13. Other Animals 
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1 ASSURANCE STATEMENTS | 


1) Professionally acceplable standards governing Ihe care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual resei 
teaching, testing, surgery, or experimentation were followed by Ihis research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to Ihe standards and regulations under Ihe Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and apf 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report, in addition to identifying the lACUC-approved exceptions, Ihis summary in 
brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for Ihis research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 




CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


signature 



NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Pnnt ) 

DATE SIGNED 

APHIS FORM 7023 
(AUG 91 ) 

(Replaces VS 

(OCT 88), which is obsolete.) 


/ 
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November 29, 2004 


Annual report of the Center for Veterinary Biologies (CVB) for the period of 
October 1, 2003, through September 30, 2004. 

1 . All facilities are located at the 1 800 Dayton Road location. 

2. Statement of reasons for not using drugs in experiments involving pain and distress: 

The CVB-L’s main function is the testing of veterinary biologicals for safety, efficacy, and 
purity. Drugs to alleviate pain and distress produced by the infectious disease agents are 
contraindicated as they suppress the immune system causing the disease to be more severe and 
run a longer course. Most cases are also not allowed according to the requirements found in the 
9 CFR, Chapter 113. Making sick animals comfortable and disturbing them as little as possible 
provides better treatment to these animals and quicker recovery than occurs by administering 
pain relievers. Euthanasia or curative treatments are employed as soon as allowed by the Animal 
Care and Use Committee approved animal use procedure. 

3. Exceptions to adherence to the standards and regulations under the Act: None 

4. Protocols involving unrelieved pain or distress were as follows: 

See following attachments for Facility 42-F-008 



m 


3 0 2Q0 



Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs and the like, are 
not required as part of an explanation. A Column E explanation must be written so M^be 


understood by a lay persons as well as scientists. 


1. Registration Number: 42-F-00Q8 




/ 


2. Number 138_(31 in Cat. E)_ 


of animals in this study. 


3. Species (common name! Guinea Pigs ^of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 

Clostridium chauvoei and C. haemolytlcum challenge tests - animals became ill from 
challenge with these organisms as required by 9 CFR 113. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see Item 6 below) 

Mandated by 9 CFR 113 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

aphis, 9 CFR 113.106 and 113.107 


FY 2004 
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Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs and the like, are 
not required as part of an explanation . A Column E explanation must be written so asJo be 
understood by a lay persons as well as scientists. 


1. Registration Number: 42-F-0008 



2. Number 74 (9 in Cat E) 


of animals in this study. 


3. Species (common name) Guinea Pigs ^of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 

Potency testing of tetanus toxoids and antitoxins - animal getting insulficient 
protection from the tetanus antitoxin become sick from tetanus toxin challenge.. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see Item 6 below) 

Mandated by 9 CFR 113 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of 
Federal Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 
CFR 113.102): 

APHIS, 9CFR 1 1 3 . 1 1 4 and 1 1 3 .45 1 


FY2004 
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Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs and the like, are 
not required as part of an explanation . A Column E explanation must be written so as to be 
understood by a lay persons as well as scientists. 

1 . Registration Number: 42-F-0008 

2. Number 2909J101 in Cat. E) ^of animals in this study. ■ 

3. Species (common name) Hamsters of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 

Evaluation of Leptospira Bacterins and maintenance of challenge cultures cause animals to 
experience Leptospirosis - 



5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see Item 6 below) 

Mandated by 9 CFR 113 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

APHIS, 9CFR 113.101, 113.102, 113,103, and 113.104 which are all Leptospirosis tests. 
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Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs and the like, are 
not required as part of an explanation. A Column E explanation must be written so as to be 
understood by a lay persons as well as scientists. 


1. Registration Number: 42-F-0Q08 

2. Number 29_(9 in Cat. E) of animals in this study. 

3. Species (common name) ^Rabbit of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 



Clostridium haemoiyticum challenge tests - animals became ill firom challenge with these 
organisms as required by 9 CFR 1 1 3 for guinea pigs. Rabbits were substituted for guinea pigs 
based on ati APHIS approved Outline of Production. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see Item 6 below) 

Mandated by 9 CFR 1 13 for guinea pigs and APHIS approved the rabbit substitute. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

APHIS, 9 CFR 113.107 


FY 2004 
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UNITED STATES DEPARTMENT OF AGRICULTURE ' 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. CUSTOMER NO. 

51-F<XX)1 432 

FORM APPROVED 
OM8N0.057B-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

12-03-2001 RCVD 

2. HEADQUARTERS RESEARCH FAaUTY (Naam and Addrssx as regatarad wUh USDA, 
nduda Zip Coda} 

UNIFORM03 SERVICES 

UNIV. OF THE HEALTH SCIENCES 

4301 JONES BRIDGE RO. 

BETHESDA. MO 20814 
(301)295-1909 

3. REPORTING FACILITY (List all locations wnere animals were noused or used m actual research, testing, teaching, or experimentation, or held tar thee# purpoaes. Attach additional 
sheets if necessary.) 


FAClunr LOCAHONS^adea) 


See Attached Listng 

Center of Laboratory Animal Medicine 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach addiOonat sheefa ifnacaasayoruaaAPHfS FORM 7023A > 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred. 

conoitioneo. or 
held tor use m 
teaching, testing, 
expenmants. 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
expenmants. or 
tests were 
conducted 
involving no 
pam. distress, or 
use of pain- 
reiieving drugs. 

0. Number of animals upon 
which expenmants, 
teaching, research, 
surgery, or tests ware 
conducted involving 
accompanying pam or 
distrasa to the animals 
and tar which appropriate 
anesthetic, analgesic, or 
tranquiiiztng drugs ware 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tetu were 
conducted invoMng sooompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic^nalgealc, CT tranquiiizing drugs would 
have adversely affectad the procedures, results, or 
interpraistion of the tsaching. research. 

tha procaduna producing p^ or iSstnaa in thasa 
animata and tha raaaona such (kugawara not usad 

must t>a attached to this rapoft) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C * 
0*E) 

4. Dogs 

0 

0 

0 

0 

0 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

0 

0 

0 

0 

0 

7. Hamsters 

0 

0 

23 

0 

23 

8. Rabbits 

0 

0 

10 

0 

10 

9. NorvHuman Primates 

0 

0 

0 

0 

0 

10. Sheep 

0 

0 

37 

0 

37 

11. Pigs 

0 

53 

324 

0 

377 

12. Other Farm Animals 





0 

fioats 

0 

0 

113 

0 

113 

1 3. Other Animals 





0 

Ferret 

0 

37 

99 

0 

136 

^and Ra t 

103 

28 

52 

0 

80 

jlllliilHffifflffiiil 

0 

0 

30 

0 

30 

1 ASSURANCE STATEMENTS 




J 


1) Professionally accaptabla standards governing tha care, treatment, and use of animals, including appropriate usa of anesthadc, analgesic, and tranquiiizing dnigs, prior to. during, 
and following actual resaarcti. taacfimg. testing, surgery, or experimentabon were fcNiowed by this research facility. 


2) Each prmaoal investigator has considered alternatives to painful procedures. 

3) This faality is adhenng to the standards and regulations under the Act and it has required that exceptions to the standards and regulations be specified and explained by the 
pnnaoai investigator and approved by the Institutional Animal Care and Usa Committee <IACUC). A summary of all the excepttona is attached to this aimusi report In 
addition to identifying the lACUC-approved exceptions, this summary inctudes a bnof explanation of the exceptions, as well as the spedes and manber of artimals affected. 


4) The anending vetennanan for this research faality has appropnate authority to ensure the provision of adequate veterinary care and to oversea the 8dM|uacy of other 
aspects of animal cars and usa. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACIUTY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct and complete (7 U.S.C. Section 21 43) 


signature of «3.E.0. or INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTTONAL OFFICIAL (Type or Print) 

Ua 111 SIGNED 

II-5C-DI 


APHIS FORM 7023 (Replacw 18-23 (Oct 88). which is obsolete PART 1 - HEADQUARTERS 

(AUG 91) 

































































f. Tliis report Is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 21! 

See attached form for 
additional information. 

Interagency Report Contrm Nn - 

‘ UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 51-F-0003 

CUSTOMER NUMBER: 443 

FORM APPROVap 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Armed Forces Radiobiology Research Inst. 

AfrriA/sd 

8901 Wisconsin Avenue 

Bldg 42 

Bethesda, MD 20889 

|3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) | 


FACILITY LOCATIONS ( Sitea ) - See Atached Listing 

All animals located on-site 


1 REPORT OF ANIMALS 

USED BY OR UNDER CONTROL OF RESEARCH FACILPTY 1 Attach additiona 

1 sheets if necessary or use APHIS Form 7023A ) \ 

A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of 
animals being 
bred, conditioned, 
or held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ys 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use oi 
pain-relieving 
dnjgs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, 
results, or interpretation of the teaching, research, 
experiments, surgery, or tests. ( An explanation of the 
procedures producing pain or distress in these animals a 
the reasons such drugs were not used must be attached 
this report ). 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

23 


20 


20 

5. Cats 






6. Guinea Pigs 






7. Hamsters 






8. Rabbits 






9. Non-human Primates 



86 


86 

10. Sheep 






11. Pigs 






12. Other Farm Animals 












13. Other Animals 






Mice 



1 qyq 

6112 

10.695 

Rats 



492 


mmm 







1 ASSURANCE STATEMENTS | 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of oiestetic, anaigesic, and tranquilizing drugs, prior to, during, and following actual rest 
teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to pairtful procedures. 

3) This fadlity is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards arxf regulations be specified and explained by the prinapal investigator and ap 
Institutiorial Animal Care and Use Committee (lACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary irx 
brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Offidal ) 

SIGNATURE OF C.E. 

1 NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Tvob or Print ) 

DATE SIGNED 


APHIS FORM 7023 TReptSces VS FORM 1 8-23 (OCT 88). which is obsolete.) 

{ AUG 91 ) 





































Registration No. 51-F-003 


Armed Forces Radiobiological Research Institute 
8901 Wisconsin Ave. Bldg. 42 
Bethesda, MD 20889-5603 

Attachment to APHIS FORM 7023 

Pain Category “E” Justification 


Protocol 1 - 440 mice 

The research questions that we are attempting to address involve complex 
Interactions between different tissues that would be affected by the 
administration of drugs to alleviate pain. The pain associated with the radiation 
experiments derives from the fact that the animals succumb to infections 
because of compromised immune systems. Because of the physiological 
complexity of radiation injury, and our lack of having a full understanding of its 
induction and progression, there is just no alternatives to evaluate the 
effectiveness of the proposed drug (tocopherol succinate) other than to conduct 
survival studies in mice without the interference of the analgesia. 


Protocol 2-90 mice 

Since the purpose of our study was to determine the effects of radiation 
and radioprotectants on the functions of the immune system, we did not use 
analgesics and anesthetics. Alterations of the immune system by analgesics and 
anesthetics have been documented in literature and have been referred to in the 
lACUC protocol. 


Protocol 3 - mice 80 

There are no alternative procedures for irradiation because it is a unique 
stimulus that cannot be otherwise duplicated. Radiation itself does not cause 
pain or distress. In fact, radiation can alleviate the pain associated with cancer 
(Bateman, 1994; Ciezki and Macklis, 1995; Page, 1995; Sonoo et al., 1995; 
Thrall, 1995). Nevertheless, the sequelae of nausea, vomiting, and diarrhea 
cause pain and distress in humans In the early post-irradiation period, when 
lethal doses are used. However, mice are not susceptible to vomiting. Although 
radiation does not induce pain, animals in these experiments might experience 
pain and distress prior to death because of sequelae. To avoid possibly affecting 
survival/death outcomes, and ultimately LD50/30 and LD95/30 calculations, 
analgesics/sedatives will not be administered after challenge so as not to 
interfere with the clinical course of the disease. The attending veterinarian was 


1 



consulted with respect to the procedures described above, when they were used 
on previous protocols. 

Bacteria cause infections that cause discomfort either locally or systemically. 
Many pathogenic bacteria have unusual or even unique virulent characteristics, 
but they also have common attributes, including binary multiplication and 
penetration of tissues, and cause common responses and disease processes in 
animals, which cannot be mimicked readily by substitutes. Although, by 
necessity, there are animals included in the unalleviated pain-and-distress category 
In this protocol, there will be a conscious effort by the P.l. and animal care staff to 
provide as much additional consideration for the comfort and well-being of the 
animals as is consistent with the scientific integrity of the study. These studies are 
designed to assess the susceptibility and immune response to the combined effects 
of ionizing radiation and bacterial Infection. There are no alternatives to the use of 
animals In these studies. Similarly, there are no alternatives to bacterial challenge 
or natural, radiation-induced Infection, because protective immunity cannot be 
predicted from seroconversion alone at this time when it occurs. Moribund animals 
will be euthanized as indicated below to alleviate further pain and distress. 

Although we expect that test therapeutic agents will provide some relief to some 
of the mice, an alternative for these procedures would be to determine whether 
an analgesic could be used to relieve pain and discomfort. Although the opioid 
analgesics, butorphanol and bupenorphine, might be used to alleviate local pain 
associated with a local infection without altering the local Inflammatory response 
(Swearengen et al. 1993), opioid analgesics are immunomodulatory (Pruett et al. 
1992, Pasotti et al. 1993, Carr et al. 1994). Other, non-narcotic analgesics, such 
as Indomethacin, are anti-inflammatory, so they would interfere with the 
inflammatory responses of the hemopoietic tissues to infections. Analgesics 
cause adverse effects on undamaged hematopoietic cells (Hollaender, 1960) and 
interfere with nicotinamide-adenine dinucleotide phosphate (NADPH) oxidase, a 
key polymorphonuclear leukocyte enzyme that is Involved in the ability of these 
cells to phagocytize and kill bacteria (Moon et al., 1986). 


Protocol 4 - 424 mice 

The animals in Category E were placed into that category because they 
were in experiments where mortality occurred due to radiation-induced 
compromise of the immune system, resulting in opportunistic infection. Pain and 
distress was judged to occur as a result of the Infection, I.e., what humans would 
experience as flu-like symptoms. Although not all animals in those experiments 
died from Infection, some animals may have suffered the effects of infection and 
then recovered. Therefore, all animals in those experiments were placed into 
Category E. These survival experiments were essential for evaluating the 
efficacy of candidate radioprotective drugs. Anesthetics and analgesics could not 
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be used during the course of these experiments because they would have 
affected the immune system, making the results uninterpretable. 


Protocol 5 - 1133 mice 

The research questions that we are addressing involve complex 
interactions between many tissues that would be affected by the administration of 
drugs to alleviate pain. The pain and distress experienced by these animals 
would probably be similar to what humans experience during severe cold and flu 
infections. Radiation itself has been demonstrated to reduce pain in laboratory 
mice (Teskey and Kavaliers 1984) and has been reported to alleviate cancer 
related bone pain in humans (CiezkI and Macklls 1995; Sonoo et al. 1995). The 
isoflavones used in these experiments have been shown to enhance the Immune 
system and reduce pain (Shir et al. 2002) and Inflammation (Verdrengh et al., 
2003), and will likely reduce radiation-induced discomfort. Because of the 
complexity of physiological responses that occurs after radiation exposure, and 
our poor understanding of Its induction and progression, there is no other way, at 
present, to evaluate the effectiveness of radiation protectants to enhance survival 
of humans than to do these experiments in animals. One of the aims of the 
present study is to acquire an understanding of cellular and molecular correlates 
of radioprotection in order to develop techniques to evaluate these compounds 
with less reliance on animal studies. 


Protocol 6 -1546 mice 

Specific analgesics will not be used in any of the experiments because of 
the potential of confounding the clinical assessment of the animals. Although the 
opioid analgesics, butorphanol and bupenorphine, might be used to alleviate 
local pain associated with a local infection without altering the local inflammatory 
response (Swearengen et al. 1993), opioid analgesics have been shown to have 
Immunomodulatory properties (Pruett et al. 1992, PasottI et al. 1993, Carr et al. 
1994). Other, non-narcotic analgesics, such as indomethacin, are anti- 
inflammatory, so they would interfere with the Inflammatory responses of the 
hemopoietic tissues to Infections. Hemopoietic tissues are already depleted in 
Irradiated animals. Further, sedatives cause adverse effects on undamaged 
hematopoietic cells (Hollaender, 1960) and Interfere with nicotinamide-adenine 
dinucleotide phosphate (NADPH) oxidase, a key polymorphonuclear leukocyte 
enzyme that is involved in the ability of these cells to phagocytize and kill 
bacteria (Moon et al., 1986). 


Protocol 7-19 mice 



The radiation procedure will be presumed to cause pain and that pain will 
not be alleviated. Irradiation itself does not directly cause pain or distress; only the 
sequelae of nausea and vomiting do. Mice, like other rodents, do not vomit but do 
show conditioned taste aversion (CTA) and delayed gastric emptying, even after 
such low doses of radiation. Although this species has not been evaluated for 
radiation-induced CTA, it likely occurs. Because the action of irradiation must be 
done in vivo, the only viable alternative for these procedures would be to determine 
whether an analgesic could be used to relieve the pain and distress (i.e., CTA) 
associated with radiation. It is unclear whether pain and distress is associated with 
altered gastric emptying or the Gl motility changes that we plan to study after 
sublethal irradiation. While the opioid analgesics butorphanol and bupenorphine 
have been used by others to alleviate pain, such compounds are known to cause 
Immunomodulatlon, which in turn would confound the radiation effects. Other, non- 
narcotic analgesics such as indomethacin are anti-inflammatory and as such would 
interfere with the inflammatory responses of the normal tissue to irradiation. Such 
compounds also cause adverse effects on undamaged hematopoietic cells and 
interfere with nicotinamide-adenine dinucleotide phosphate (NADPH) oxidase, a 
key polymorphonuclear leukocyte enzyme involved in the ability of these cells to 
phagocytize and kill bacteria. Because we are affecting the Gl immune system with 
Irradiation in this study, we cannot use pain-relieving drugs that would modulate 
those responses. 


Protocol 8-1812 mice 

Since the purpose of our study was to determine the effects of radiation 
and radioprotectants on the functions of the immune system, we did not use 
analgesics and anesthetics. Alterations of the Immune system by analgesics and 
anesthetics have been documented in literature and have been referred to in the 
lACUC protocol. 


Protocol 9 - 568 mice 

The use sedatives and analgesics will be used with a degree of caution 
and on an individual animal-ln-need basis. Reasons for our proposed limited use 
of sedatives and analgesics only in cases of severe pain/discomfort are as 
follows: (1) in mice, clinical signs of minimal or even moderate pain/discomfort 
have the potential to interfere with the Identification of clinical signs and alter the 
hematological and survival responses of the treated animals, and (b) the use and 
analgesics and anesthetics on an individual basis might Interfere with basic 
functional elements of the irradiated animal’s innate and acquired immune 
system. In this regard for example, there is a wealth of information that clearly 
documents the effect of sedatives and opiates on neutrophil production and 
function. 
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Pain Category “E” Justification 


Protocol 1-914 mice 

The research questions that we are attempting to address involve complex 
interactions between different tissues that would be affected by the 
administration of drugs to alleviate pain. The pain associated with the radiation 
experiments derives from the fact that the animals succumb to infections 
because of compromised immune systems. Because of the physiological 
complexity of radiation injury, and our lack of having a full understanding of its 
induction and progression, there Is just no alternatives to evaluate the 
effectiveness of the proposed drug (tocopherol succinate) other than to conduct 
survival studies in mice without the interference of the analgesia. 


Protocol 2-412 mice 

Since the purpose of our study was to determine the effects of radiation 
and radio protectants on the functions of the immune system, we did not use 
analgesics and anesthetics. Alterations of the immune system by analgesics and 
anesthetics have been documented in literature and have been referred to in the 
lACUC protocol. 


Protocol 3 - 417 mice 

There are no alternative procedures for irradiation because it is a unique stimulus 
that cannot be otherwise duplicated. Radiation itself does not cause pain or 
distress. In fact, radiation can alleviate the pain associated with cancer 
(Bateman, 1994; Ciezki and Macklis, 1995; Page, 1995; Sonoo et al., 1995; 
Thrall, 1995). Nevertheless, the sequelae of nausea, vomiting, and diarrhea 
cause pain and distress in humans In the early post-irradiation period, when 
lethal doses are used. However, mice are not susceptible to vomiting. Although 
radiation does not induce pain, animals in these experiments might experience 
pain and distress prior to death because of sequelae. To avoid possibly affecting 
survival/death outcomes, and ultimately LD 50/30 and LD 95/30 calculations, 
analgesics/sedatives will not be administered after challenge so as not to 
interfere with the clinical course of the disease. The attending veterinarian was 
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consulted with respect to the procedures described above, when they were used 
on previous protocols. 

Bacteria cause infections that cause discomfort either locally or systemically. 
Many pathogenic bacteria have unusual or even unique virulent characteristics, 
but they also have common attributes, including binary multiplication and 
penetration of tissues, and cause common responses and disease processes in 
animals, which cannot be mimicked readily by substitutes. Although, by 
necessity, there are animals included in the unalleviated pain-and-distress category 
in this protocol, there will be a conscious effort by the P.l. and animal care staff to 
provide as much additional consideration for the comfort and well-being of the 
animals as is consistent with the scientific integrity of the study. These studies are 
designed to assess the susceptibility and immune response to the combined effects 
of ionizing radiation and bacterial infection. There are no alternatives to the use of 
animals in these studies. Similarly, there are no alternatives to bacterial challenge 
or natural, radiation-induced infection, because protective immunity cannot be 
predicted from seroconversion alone at this time when it occurs. Moribund animals 
will be euthanized as indicated below to alleviate further pain and distress. 

Although we expect that test therapeutic agents will provide some relief to some 
of the mice, an alternative for these procedures would be to detemriine whether 
an analgesic could be used to relieve pain and discomfort. Although the opioid 
analgesics, butorphanol and bupenorphine, might be used to alleviate local pain 
associated with a local infection without altering the local Inflammatory response 
(Swearengen et al. 1993), opioid analgesics are immunomodulatory (Pruett et al. 
1992, Pasotti et al. 1993, Carr et al. 1994). Other, non-narcotic analgesics, such 
as indpmethacin, are anti-inflammatory, so they would interfere with the 
inflammatory responses of the hemopoietic tissues to infections. Analgesics 
cause adverse effects on undamaged hematopoietic cells (Hollaender, 1960) and 
interfere with nicotinamide-adenine dinucleotide phosphate (NADPH) oxidase, a 
key polymorphonuclear leukocyte enzyme that is involved in the ability of these 
cells to phagocytize and kill bacteria (Moon et al., 1986). 


Protocol 4 - 664 mice 

The animals in Category E were placed into that category because they were in 
experiments where mortality occurred due to radiation-induced compromise of 
the immune system, resulting in opportunistic infection. Pain and distress was 
judged to occur as a result of the infection, i.e., what humans would experience 
as flu-like symptoms. Although not all animals in those experiments died from 
infection, some animals may have suffered the effects of infection and then 
recovered. Therefore, all animals in those experiments were placed into 
Category E. These survival experiments were essential for evaluating the 
efficacy of candidate radioprotective drugs. Anesthetics and analgesics could not 
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be used during the course of these experiments because they would have 
affected the inrimune system, making the results uninterpretable. 


Protocol 5 - 607 mice 

The research questions that we are addressing involve complex 
interactions between many tissues that would be affected by the administration of 
drugs to alleviate pain. The pain and distress experienced by these animals 
would probably be similar to what humans experience during severe cold and flu 
Infections. Radiation itself has been demonstrated to reduce pain in laboratory 
mice (Teskey and Kavaliers 1984) and has been reported to alleviate cancer 
related bone pain in humans (Ciezki and Macklis 1995; Sonoo et al. 1995). The 
isoflavones used In these experiments have been shown to enhance the Immune 
system and reduce pain (Shir et al. 2002) and inflammation (Verdrengh et al., 
2003), and will likely reduce radiation-induced discomfort. Because of the 
complexity of physiological responses that occurs after radiation exposure, and 
our poor understanding of Its induction and progression, there Is no other way, at 
present, to evaluate the effectiveness of radiation protectants to enhance survival 
of humans than to do these experiments In animals. One of the aims of the 
present study is to acquire an understanding of cellular and molecular correlates 
of radioprotection in order to develop techniques to evaluate these compounds 
with less reliance on animal studies. 


Protocol 6 - 540 mice 

Specific analgesics will not be used in any of the experiments because of the 
potential of confounding the clinical assessment of the animals. Although the 
opioid analgesics, butorphanol and bupenorphine, might be used to alleviate 
local pain associated with a local infection without altering the local inflammatory 
response (Swearengen et al. 1993), opioid analgesics have been shown to have 
immunomodulatory properties (Pruett et al. 1992, PasottI et al. 1993, Carr et al. 
1994). Other, non-narcotic analgesics, such as Indomethacin, are anti- 
inflammatory, so they would Interfere with the Inflammatory responses of the 
hemopoietic tissues to infections. Hemopoietic tissues are already depleted in 
Irradiated animals. Further, sedatives cause adverse effects on undamaged 
hematopoietic cells (Hollaender, 1960) and interfere with nicotinamide-adenine 
dinucleotide phosphate (NADPH) oxidase, a key polymorphonuclear leukocyte 
enzyme that is involved in the ability of these cells to phagocytize and kill 
bacteria (Moon et al., 1986). 
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Protocol 7 - 23 mice 


The radiation procedure will be presumed to cause pain and that pain will not be 
alleviated. Irradiation itself does not directly cause pain or distress; only the 
sequelae of nausea and vomiting do. Mice, like other rodents, do not vomit but do 
show conditioned taste aversion (CTA) and delayed gastric emptying, even after 
such low doses of radiation. Although this species has not been evaluated for 
radiation-induced CTA, it likely occurs. Because the action of irradiation must be 
done in vivo, the only viable alternative for these procedures would be to determine 
whether an analgesic could be used to relieve the pain and distress (i.e., CTA) 
associated with radiation. It is unclear whether pain and distress Is associated with 
altered gastric emptying or the Gl motility changes that we plan to study after 
sublethal irradiation. While the opioid analgesics butorphanol and bupenorphine 
have been used by others to alleviate pain, such compounds are known to cause 
immunomodulatlon, which in turn would confound the radiation effects. Other, non- 
narcotic analgesics such as indomethacin are anti-inflammatory and as such would 
interfere with the inflammatory responses of the normal tissue to irradiation. Such 
compounds also cause adverse effects on undamaged hematopoietic cells and 
interfere with nicotinamide-adenine dinucleotide phosphate (NADPH) oxidase, a 
key polymorphonuclear leukocyte enzyme involved in the ability of these cells to 
phagocytize and kill bacteria. Because we are affecting the Gl immune system with 
irradiation in this study, we cannot use pain-relieving drugs that would modulate 
those responses. 


Protocols- 1310 mice 

Since the purpose of our study was to determine the effects of radiation 
and radioprotectants on the functions of the immune system, we did not use 
analgesics and anesthetics. Alterations of the immune system by analgesics and 
anesthetics have been documented in literature and have been referred to in the 
lACUC protocol. 

Protocol 9 - 984 mice 

The use sedatives and analgesics will be used with a degree of caution and on 
an individual animal-in-need basis. Reasons for our proposed limited use of 
sedatives and analgesics only in cases of severe pain/discomfort are as follows: 
(1) in mice, clinical signs of minimal or even moderate pain/discomfort have the 
potential to Interfere with the identification of clinical signs and alter the 
hematological and survival responses of the treated animals, and (b) the use and 
analgesics and anesthetics on an individual basis might interfere with basic 
functional elements of the Irradiated animal's innate and acquired immune 
system. In this regard for example, there is a wealth of information that clearly 
documents the effect of sedatives and opiates on neutrophil production and 
function. 
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Protocol 1 0 - 56 mice 


As described above in the sections on “Non-animal Alternatives” 
considered and “Anesthesia/Analgesia/Tranquilization”, the research questions 
that we are attempting to address involve complex interactions between different 
tissues that would be affected by the adnriinistration of drugs to alleviate pain. 
Although all painful procedures such as injection of the tumor cells and irradiation 
will be done under anesthesia, animals may experience discomfort and pain as a 
result of the postirradiation tissue injury and tumor growth. Pain arising out of the 
postirradiation sequelae and tumor growth cannot be alleviated since it may 
interfere with the objective of the study. The hypothesis of the protocol, viz., 
preferential protection of normal tissue by TT during irradiation of prostate tumor 
is based on the assumption of the differential distribution of TT in favor of the 
normal tissue. Administration of analgesics may affect the partitioning of TT 
between normal and tumor tissue and the results derived may not be conclusive. 
Influence of drugs and other factors on permeation of other drugs has been 
reported earlier (11,12). Since postirradiation sequelae and tumor growth may 
cause pain and discomfort, which will not be alleviated with analgesics, all mice 
other than unirradiated controls will be under the unalleviated pain category (E). 
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C+D+E) 

4. Dogs 

0 

0 

0 

0 

0 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

0 

782 

335' 

2,158 


7. Hamsters 

0 

0 

0 

0 


8. Rabbits 

0 

0 

1 

0 

i 

0 

0 

9. Non-human Primates 

5 

2 

36 

15 

53 

10. Sheep 

0 

0 

0 

0 

0 

1 1 . Pigs 

0 

3 

34 

0 

37 

12. Other Farm Animals 






N/A 




1 


13. Other Animals 
















1 









I^ASSURANCESTATEME^ 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual rest 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animais affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional OfTtcial ) 

SIGNATURE OF C.E.O. fUTIONAL OFFICIAL 

NAMF A TITI F OF C F O OR INSTITI ITIONAi OFFir.lAI f Tvoe nr Print ) 

DATE SIGNED 

9 ^ 


APHIS FORM (Replaces VS FORM 1 8-23 (OCT 88), which is obsolete.) 

(AUG 91 ) 





















































Column E Explanation Form 
US AMRICD - F Y 04 
Registration Number: 51-F-0006 

Protocol 1 

1 . A total of 334 column “E” guinea pigs were utilized in this study. 

2. Painful procedure: Animals will receive a cbnvulsive dose of an agent which is 

thought (but not documented) to cause some pain ai^d/or distress due to the intense 
physical activity caused by the seizure. | 

3. Justification: The administration of anesthetics or analgesics to relieve pain 
would lead to an erroneous evaluation of the toxicity of agents and efficacy of 
pretreatment, treatment, and decontamination procetlures. 

4. No federal regulations mandate this procedure. 



Column E Explanation Form 
USAMRICD - FY 04 
Registration Number: 5 1 -F-0006 

Protocol 2 

1 . A total of 635 column “E” guinea pigs were utilized in this study. 

2. Painful procedure: Animals will receive a convulsive dose of an agent which 
thought (but not documented) to cause some pain and/or distress due to the intense 
physical activity caused by the seizure. 

3. Justification: Anesthetics or analgesics cannot be used in any of the procedures 
involving agent administration and/or pretreatment and treatment with any of the medical 
countermeasures. One of the principle effects of agent intoxication is respiration 
paralysis. This is also a major side effect of anesthetics and analgesics. Conducting 
these experiments under anesthesia or analgesia could lead to faulty interpretation of the 
toxicity data and/or the effectiveness of the countermeasures because of the synergistic 
respiratory depressant effects of these drugs with the agent. 

4. No federal regulations mandate this procedure. 



Column E Explanation Form 
USAMRICD-FY 04 
Registration Number: 5 1 -F-0006 

Protocol 3 

1 . A total of 20 column “E” guinea pigs were utilized in this study. 

2. Painful procedure: Animals will receive a convulsive dose of an agent which is 
thought (but not documented) to cause some pain and/or distress due to the intense 
physical activity caused by the seizure. 

3. Justification: Should it occur, pain/distress might be relieved to some extent by 
administration of one of the test drugs that successfully terminates the seizure. 
Anesthetics and analgesics are known to have profound effects on brain function that can 
interact with the drugs of interest, the synthesis and release of brain neurotransmitters 
and/or the toxicity of the nerve agent and thus complicate interpretation of the results. 


4. 


No federal regulations mandate this procedure. 



Column E Explanation Form 
USAMRICD - FY 04 
Registration Number: 5 1 -F-0006 

Protocol 4 

1 . A total of 54 column “E” guinea pigs were utilized in this study. 

2. Painful procedure: Animals will receive a convulsive dose of an agent which is 
thought (but not documented) to cause some pain and/or distress due to the intense 
physical activity caused by the seizure. 

3. Justification: Should it occur, pain/distress might be relieved to some extent by 
administration of one of the test drugs that successfully terminates the seizure. 
Anesthetics and analgesics are known to have profound effects on brain function that can 
interact with the drugs of interest, the synthesis and release of brain neurotransmitters 
and/or the toxicity of the nerve agent and thus complicate interpretation of the results. 


4. 


No federal regulations mandate this procedure. 



Column E Explanation Form 
USAMRICD - FY 04 
Registration Number: 5 1 -F-0006 

Protocol 5 

1 . A total of 9 column “E” guinea pigs were utilized in this study. 

2. Painful procedure: Animals will receive a convulsive dose of an agent which is 
thought (but not documented) to cause some pain and/or distress due to the intense 
physical activity caused by the seizure. 

3. Justification: Treatment of these animals with standard nerve agent therapies 
such as atropine and oxime would prevent the accurate correlation of acetylcholinesterase 
inhibition and neuronal function that is a goal of this study. 


4. 


No federal regulations mandate this procedure. 



Column E Explanation Form 
USAMRICD - FY 04 
Registration Number: 5 1 -F-0006 

Protocol 6 

1 . A total of 588 column “E” guinea pigs were utilized in this study. 

2. Painful procedure: Animals will receive a convulsive dose of an agent which is 
thought (but not documented) to cause some pain and/or distress due to the intense 
physical activity caused by the seizure. 

3. Justification: The administration of anesthetics or analgesics to relieve pain are 
known to have profound effects on brain, tissue, and organ function that can interact with 
the synthesis and release of brain neurotransmitters, and/or the toxicity of nerve agent and 
thus complicate interpretation of the results. 

4. No federal regulations mandate this procedure. 



Column E Explanation Form 
USAMRICD - FY 04 
Registration Number: 5 1 -F-0006 

Protocol 7 

1 . A total of 82 column “E” guinea pigs were utilized in this study. 

2. Painful procedure: Animals will receive a convulsive dose of an agent which 
thought (but not documented) to cause some pain and/or distress due to the intense 
physical activity caused by the seizure. 

3. Justification: The administration of anesthetics or analgesics to relieve pain 
would lead to an erroneous evaluation of the toxicity of agents and efficacy of 
pretreatment, treatment, and decontamination procedures. 

4. No federal regulations mandate this procedure 



Column E Explanation Form 
USAMRICD - FY 04 
Registration Number; 5 1 -F-0006 

Protocol 8 

1 . A total of 402 column “E” guinea pigs were utilized in this study. 

2. Painful procedure: Animals will receive a convulsive dose of an agent which is 
thought (but not documented) to cause some pain and/or distress due to the intense 
physical activity caused by the seizure. 

3. Justification: The administration of anesthetics or analgesics to relieve pain are 
known to have profound effects on brain function, to include electrical seizure activity in 
the brain that can interact with the drugs and would complicate interpretation of results. 

4. No federal regulations mandate this procedure 



Column E Explanation Form 
USAMRICD-FY 04 
Registration Number: 5 1 -F-0006 

Protocol 9 

1 . A total of 19 column “E” guinea pigs were utilized in this study. 

2. Painful procedure: Animals will receive a convulsive dose of an agent which is 
thought (but not documented) to cause some pain and/or distress due to the intense 
physical activity caused by the seizure. 

3. Justification: The administration of anesthetics or analgesics to relieve pain are 
known to have profound effects on toxicity of nerve agents and, thus, can complicate 
interpretation of results. 

4. No federal regulations mandate this procedure 



Column E Explanation Form 
USAMRICD - FY 04 
Registration Number: 5 1 -F-0006 

Protocol 10 

1 . A total of 1 5 column “E” guinea pigs were utilized in this study. 

2. Painful procedure: Animals will receive a convulsive dose of an agent which 
thought (but not documented) to cause some pain and/or distress due to the intense 
physical activity caused by the seizure. 

3. Justification; The administration of anesthetics or analgesics to relieve pain 
would lead to an erroneous evaluation of the toxicity of agents and efficacy of 
pretreatment, treatment, and decontamination procedures. 

4. No federal regulations mandate this procedure 



Column E Explanation Form 
USAMRICD - FY 04 
Registration Number: 5 1 -F-0006 

Protocol 1 1 

1 . A total of 1 5 column “E” nonhuman primates were utilized in this study, 

2. Painful procedure: Animals will receive a convulsive dose of an agent which is 
thought (but not documented) to cause some pain and/or distress due to the intense 
physical activity caused by the seizure. 

3. Justification: Anesthetics and analgesics are known to have profound effects on 
brain function that can interact with the drugs of interest and/or the toxicity of the nerve 
agent and thus complicate the interpretation of the results. 


4. 


No federal regulations mandate this procedure. 



This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


See reverse side for 
additional information. 


Interagency Report Control No 
0180-DOA-AN 


1. REGISTRATION NO. CUSTOMER NO. 

51-F-0008 438 

FORM APPROVED 

0M8 NO. 0579-0036 

1 2. HEADQUARTERS RESEARCH FACIUTY (Name and Address, as registered with USDA, 

include Zip Code) 


NATIONAL CANCER INSTITUTE 

BUILDING 429- 571 
P.O. BOX B 

FREDERICK. MD 21702 
(301)8464Tm 5195 



3. REPORTING FACILITY {List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONSfs/fes) 


See Attached Listing 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E, Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 

D + E) 


4. Dogs 



6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-Human Primates 


79 

94 


173 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing dojgs, prior to. during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal Investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4 ) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


I SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATI 


DATE SIGNED 


APHIS FORM 7023 
(AUGfll) 


(Replaces VS FORM 18-23 (Oct 88), whicn is oosoiete 


/// i>l^y 

PART 1 - HEADQUARTERS 






















This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 21 1 

See attached form for 
additional information. 


Interagency Report Control No.; 

UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 51-F-0012 

CUSTOMER NUMBER: 529 

FORM APPROVED 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Agricultural Research Service 
Usda-Ars-Anri, Bldg.209, Bare-East 
Beltsville, MD 20705 

Telephone: (301) -504-8431 

PEC 



^^REPORTIN^FACILITY^^s^iMocation^her^nlnTal^er^iouse^^jse^r^ctuah^searcMesting^^xperimentaton^^ieldTonhes^ui^^ 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023A ) 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use O' 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, ortranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the reas< 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 






5. Cats 


655 

0 

0 

655 

6. Guinea Pigs 






7. Hamsters 






8. Rabbits 


8 

1 

0 

9 

9. Non-human Primates 






10. Sheep 


51 

0 

0 

51 

11. Pigs 


261 

0 

0 

261 

12. Other Farm Animals 


19 

0 

0 

19 







13. Other Animals 






mice 


7,866 

971 

429 

9,266 

rats 


130 

20 

0 

150 

gerbil 


25 

0 

0 

25 


I ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual rese 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 

RKTNATJJfiC HF P P^tCiR INRTITI ITIONAI PPPIPIAI 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print ) 



APHIS FORM 7023 
( AUG 91 ) 


(Replace: -ORM 18-23 (OCT 88), which is obsolete.) 





























Column £ Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number; 


2. Number 




of animals used in this study. 


I 

3. Species (common name) C. of animals used in this study. 


4. Explain the procedure producing pain and/or distress. 

The research focuses on the effect of deficiencies in antioxidant nutrients on immunity to 
bacterial and vital infections. Some of the bacterial and viral infections may cause morbidity 
and mortality although all efforts are made to minimize the numbers. Additional experiments 
looking at the effect of mutated glucans on salmonella virulence requires that mice be 
monitored until signs of morbidity appear. Mice are then euthanized. However, in some 
cases the mice succumb rapidly and may become moribimd and die in less than a day, thus it 
is unavoidable that some mice may experience some pain and/or distress. Again, use of 
analgesics would interfere with the normal course of infection, thus making interpretation of 
the results more difficult. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Administration of analgesics to mice can affect the inflammatory and immune response of 
the mice to the infection which would add a confounding variable to the data that would 
make it impossible to determine what affects are due to the deficiencies and which are due to 
the analgesics. 


ZO/ZOd 


828 -i 


ESSSrOSlOE-l- 


isdTsav'vasn-moJd 


“lesgril l^O-zz-AON 



1. CERTIFICATE NUMBER- 51-F-0012 

FORM APPROVED 

CUSTOMER NUMBER: 529 

0MB NO. 0579-0036 

Agricultural Research Service 
USDA-ARS-ANRI, Building 209, BARC-East 
Beltsville, MD 20705 


Telephone: (301) 504-5714 



UNITED STATED DEPARTMENT OF AGRICULTURE 
Agricultural Research Service 

DEC 0 1 2003 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


3. Reporting Facility (Ust all locatlona wiMr* animals wars housad or usad In actual tasaarch, taatlng, or axparimantatlon, or hold for thasa purpoaas. Attach additional shaata If nacassary) 

FACILITY LOCATIONS (Sites) - See Attached Listing 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, conditioned, 
or held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not yet 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, 
or use of pain- 
relieving drugs. 

D. 

fra 


##■ 

F. 

TOTAL NO. 

OF ANIMALS 
(Cols. C + 

D + E) 


4. Dogs 


18 



18 

5. Cats 

14 

499 



499 

6. Guinea Pigs 






7. Hamsters 






.8. Rabbits 

1 

8 



8 

9. Non-human Primates 






10. Sheep 

10 

70 



70 

11. Pigs 

84 

257 



257 

12. Other Farm Animais 






Cattle 

221 

62 



62 

Goats 


3 



3 







13. Other Animals 






Gerbils 


68 



68 

Rats 


54 



54 

Mice 


2338 

498 


2871 




















ASSURANCE STATEMENTS 


1 ) Professionaiiy acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, dunng, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this research facility 

2) Each principal investigator has considered alternatives to painful procedures 

3) This facility is adhering to the standards under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and approved 
by the Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this animal repod. In addition to identifying the lACUG approved exceptions, this 
summary Includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 
use. 


CERTIFICATION BY HEADQUAARTERS RESEARCH FACILITY OFFICIAL 
(CHIEF EXECUTIVE OFFICER or LEGALLY RESPONSIBLE INSTITUTIONAL OFHCIAL) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Tvpe or Prmt) 



APHIS F 
(AU 


13 


(Replaces VS FORM 18-23 (OCT 88), wtiich is obsolete.) 












































Attachment 


Certificate number: 51-F-0012 
Customer number: 529 


3. Reporting Facility Locations 

Buildings: 203, 224, 239, 254, 255, 267, 308C, 337A, 1018, 1019, 
1062, 1063, 1064, 1080, 1081, 1082, 1083, 1126, 1140, 1144, 1160, 
1182, 1207, 1253, 1254, 1255, 1291, 1292, 1325, 1380, 1381, 1382, 
1383, 1384 



Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 



Registration Number. 


001 % 


2 . Number 


30 


of animals used in this study. 


3. Species (common name) mtce of animals used in the study. 


4. Explain the procedure producing pain and/or distress. 


Adult mice will be restrained manually by the nape of the neck. The abdomen will be swabbed 
with 70% ETOH. They will be prime by injecting 0.2 ml or less of pristane intraperitionally 
using a sterile 22g needle and a 1 cc syringe. After 7-14 days we will aseptically inject 0.5 ml of 
5 X 10^ to 5 X 10^ hybridoma cells suspended in sterile PBS, IP using a 22g needle and a 1 cc 
syringe. Again the mouse will be restrained manually. Mice will be observed daily for ascitic 
fluid build up and for signs of disease or illness (see section VTH-A.B). Ascitic fluid may begin 
to build up within 1-2 weeks following injection of the cells. We will tap the fluid when the 
mouse is noticeably large, but before the mouse has difficulty moving. The mouse will be 
manually restrained and aseptically tapped using an 18g sterile needle attached to a 5 cc syringe. 

A mouse will not be tapped more than 3 times. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 


This procedure is necessary for the production of monoclonal section antibodies against bovine 
cell components. Euthanasia will be performed on mice by animal caretakers when the following 
occurs; 1) the animal appears lethargic and fails to move about freely in the cage when 
stimulated; 2) appears more than 10% dehydrated, as determined by skin tone; 3) appears to be in 
discomfort, as evidenced by abnormal posturing, rough haircoat, etc.; 4) the circulationThydration 
status of the animal appears to be impaired, as evidenced by abnormal mucous membrane color, 
poorly perfused extremities, etc. or following the final tap. Please see section IX.C for euthanasia 
details. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


Agency 


CFR 


DEC 0 1 2003 


This rqMrt is requacd by law <7 USC 2143). Failure to report aceoriingto the regulations can 
resuH in an order to cease and desist and to be subject to penalties as presided in Sectieo 2150. 

c 

. ' W See nv«a ride for 

/ 1 ^ ' Additiofiai infonMlioa. 

Intenigeficy Report Control Na 

OltO-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. 
51-F-016 Cust.ID441 

FORM APPROVED 

0MB NO. 0549-0036 

FY2003 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

2 HEADQUARTERS RESEARCH FACILITY (Name and Address, 

as registered with USD A, include zip code) 

National Institutes of Health 

Deputy Director for Intramural Research 

31 Center Drive, Bldg 31, Room B1C37, MSC 2252 

Bethesda , MD 20892 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching or experimentation, or held for these purposes. Attach 
additional sheets if necessary.) 


FACILITY LOCATIONS (Sites) 


Composite includes; APF, CC, NCI, NEI, NHGRJ, NHLBI, NLA, 

NIAAA, NIAID, NIAID (RML), NIAMS, NICHD, NIDA, NIDCD, NIDCR, NIDDK, NIEHS, NIMH, NINDS, ORS, VRC 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 
7023A) 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments or 
tests were 
conducted 
involving no 
pain, distress or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
leaching, research, 
surgery or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely alTected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery or tests, (an explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAJL NO. 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 

17 

41 

187 

0 

128 

5. Cats 

14 

24 

43 

0 

67 

6. Guinea Pigs 

41 

103 

206 

0 

309 

7. Hamsters 

378 

832 

1019 

55 

1897 

8. Rabbits 

217 

405 

875 

0 

1280 

9. Non-human 
Primates 

1365 

1268 

872 

16 

2156 

10. Sheep 

44 

26 

50 

0 

76 

11. Pigs 

178 

0 

172 

0 

172 


- 

- 

— 

- 

“ 

Goats 

0 

0 

0 

0 

0 

Burro 

0 

0 

0 

0 

0 

Horses 

1 

0 

0 

0 

0 

Cattle 

2 

4 

0 

0 

4 

Chickens 

1 

2250 

2080 

0 

4330 

Turkeys 

1 

0 

0 

0 

0 

ASSURANCE STATEMENTS 


1) Profesionally acceptable standards governing the care, treatment and use of animals, including appropriate use of anesthetic and tranquilizing drugs prior U>, during 
And following actual research, teaching, testing, surgery or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regularions be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (ACUC). A summary of all such exceptions is attacheri to this annual report. In addition to identifying the 
lACUC approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animats affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequecy of other aspects of animal 
care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

1 certify that the above is true, correct and completi 



APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (OCT 88) which is obsolete) 
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required by bw (7 use 2143). Failive to report according to tlw regublion can 
renll in an order to ceaao and dorim and to be nibjecl to penaittee tc provided in Section 21 SO. 

See reverse aide for 

Additionai mTormalion. 

Interagency R^ort Control No. 

OltO-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 

1. REGISTRATION NO. 

FORM APPROVED 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

2. 51-F-016 CusL ID 441 

OMB NO. 0549-0036 

FY2003 

CONTINUATION SHEET FOR ANNUAL 
REPORT OF RESEARCH FACILITY 

3. HEADQUARTERS RESEARCH FACILITY (Name and Address, 

as registered with USDA, include zip code) 

National Institutes of Health 

Deputy Director for Intramural Research 

(TYPE OR PRINT) 

31 Center Drive, Bldg 31, Room B1C37, MSC 2252 


Bethesda , MD 20892 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additionai sheets if necessary or use APHIS FORM 
7023A) 

A. 

Animals Covered 

By The Animal 
Welfare Regulations 

12 &;OR 13 OTHER 
(List by Species) 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments or 
tests were 

conducted 
involving no 
pain, distress or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery or tests, (an explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report.) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D + E) 

12. Goose 

0 

0 

0 

0 

0 

Duck 

0 

0 

0 

0 

0 

13. Gerbils 

3 

0 

3 

0 

3 

Ferrets 

0 

0 

0 

0 

0 

Cotton Rats 

0 

135 

0 

0 

135 


Pigeons 

0 

25 

0 

0 

25 

Ffogs 

38 

3458 

1787 

0 

5245 

Fish 

1150 

57283 

1686 

0 

58969 

Othef Amphibians 

8 

0 

16 

0 

16 

Vole 

64 

0 

0 

0 

0 

Mink 

100 

15 

0 

0 

15 

Wild Mice 

80 

15 

0 

0 

15 

Llama 

1 

0 

0 

0 

0 

Chinchillas 

0 

0 

0 

0 

0 


ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment and use of animals, including appropriate use of anesthetic and tranquilizing drugs prior to, during 
And folfowing actual research, teaching, testing, surgery or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painhil procedures. 

3) This facility is adhering to the standards and regulations under the Act, and h has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (ACUC). A summary of all such exceptions is attached to this annual report In 
addition to identifying the lACUC approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

1 certify that the above is true, correct and com plete (7 l).S.C.<Se ction 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OPnCIAL I NAME AND TITLE OF C nONAL OFFICIAL fTvne or orintl TE 


DATE SIGNED 




APHIS FORM 7023A 
(AUG 91) 































































































NIAID 2003 


Column E Explanation Form 

This form is intended as an aid to completing the Cohmm E explanation. Names, addresses, protocols. 
Veterinary care programs, and the like, are not required as part of an explanation. A Cohinm E explanation 
must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number: 51-F-0016 


2. Number of animals used under Column E conditions in this study. 

55 

3. Species (common name) of animals used in this study. 

Hamsters 

4. Explain the procedure producing pain and/or distress, including reason(s) for species selected. 

Leishmanial diseases are major parasitic diseases of man. The stage of the parasite that grows in the 
vertebrate host and causes disease cannot be generated in vitro. It can only be obtained from in vivo 
sources. In nature, most leishmanial species are maintained within animal reservoirs, usuaUy rodents. 
Laboratory mice and hamsters, therefore, are an exceUent source of intraceUular parasites for in vitro 
study and serve as an ideal model to study the immunology of leishmanial disease. The mechanisms by 
which infected macrophages can be activated to kill the parasite will be explored. The number of 
animals proposed for use is the minimum number necessary to obtain statistically meaningful results. 


The hamster is the only laboratory animal that becomes infected with visceral leishmaniasis. There is 
no way to test the action of vaccines in vitro. The whole animal is required to study complex immune 
responses and the outcome of infection. Information derived from the immune system responses 
being examined cannot be gathered by using ceU culture or computer models. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 



NIAID 2003 


Visceral Leishmaniasis in hamsters causes hepatom^afy and anemia. The progression of visceral 
infection in hamsters is not associated with any overt pathology or changes in behavior until infection 
is severe, at which time hamsters begin to move slowly and lose their appetite. Infections are expected 
to progress in aD hamsters used until the animals show signs of morbidity. The point of onset of 
morbidity is variable, but generaDy occurs in the period 6-10 weeks post infection. Disease is 
progressive and affected hamsters will have fever and chills as evidenced by shivering. Without 
intervention, over several weeks, affected hamsters will become cache tic, moribund, and eventually 
die. Infected hamsters will be closely monitored as soon as signs of morbidity are noted, laboratory 
preparations will ensue, to harvest organs and citrate the parasitic load. Laboratory preparations 
require several work days to complete. In aO cases, hamsters showing signs of morbidity will be 
euthanized within one week of the onset of morbidity. All hamsters in a study group are generally 
euthanized within the period between 2 and 4 months post-inoculation. 

Animal care and monitoring procedures will foOow the NIH ARAC guideline, ^Endpoints in ASPs\ 
All infected animals will be monitored daily for appetite, normal level of activity, swelling, pain, and 
ulceration during the course of infection by NIAID ACB personnel and where necessary by the 
individual listed on this proposal performing the experiment. Once animal care or research personnel 
note signs of pain/distress, animals will be observed twice daily to include weekends and holidays. 



Column E Explanation Form 


This form is intended as an aid to completing the Column E explanation. Names, addresses, protocols, 
veterinary care programs, and the like, are not required as part of an explanation. A Column E explanation 
must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number; 51-F-0016 

2. Number of animals used under Column E conditions in this study. 

12 naimals under one protocol and 4 animals under another protocol. 

3. Species (common name) of animals used in this study. 

marmoset 

4. Explain the procedure producing pain and/or distress, including reason(s) for species selected. 

Frotocol #1 

The purpose of this research is to evaluate using clinical evaluations, MRI and histopathology, the 
proprietary Berlex human CCR5 receptor antagonist in the marmoset EAE model in order to 
establish its potential as a novel MS therapeutic. If successful in arresting or altering the EAE 
disease course in the marmoset, this study will then serve as a basis for translational clinical research 
studies in multiple sclerosis patients. CCR5 chemokine through the CCR5 receptor is thought to 
mediate the migration and stimulation of macrophages in autoimmune diseases such as MS. At this 
time, there are a limited number of therapies that have been shown to slow the crippling and 
debilitating disease of MS that primarily affects women from age 20-40 years. Despite these new 
treatments MS patients continue to have severe exacerbations of the disease resulting in a decline in 
their neurological function and quality of life. Preliminary treatment strategies in rodents 
occasionally can provide information concerning dose and efficacy, however, non-human primate 
studies provide essential data on dosing and safety that can be used for a clinical trial. 

The marmoset has been chosen for these studies because it is characterized by a relapsing-remitting 
clinical course and by pathologic findings of peri-vascular inflammation, demyelination and 
astrogliosis similar to what is observed clinically in MS patients and is the best available model for 
the human disease. In contrast, the EAE model in cynomologous monkeys does not have relapsing- 
remitting episodes to the disease and is hemorrhagic in nature. EAE in rodent models are generally 
progressive and lesions are usually confined to the spinal cord. LDRR has been able to perform in 
vivo MR microscopic imaging in the EAE mouse model at 4.7 Tesla, however, this disease primarily 
occurs in the brain stem and spinal cord which is difficult to image due to size and location. The 
disease in rabbits has a relatively acute course that also has area of necrosis and hemorrhage and 
does not result in demyelinating lesions in the CNS. The disease in guinea pigs is primarily 
edematous and non-demyelinating. The drug we are testing in this study does not have adequate 
homology to rodents to permit a true evaluation of the drug in the SJL mouse EAE model. Berlex 



BEST COPY AVAXl-ABIaE 


':loned and expressed the human CCR5 receptor that has 91% homology with the 
results indicate that several compounds have been shown to be ineffective against 
xlR 5 receptor partly because the mouse only shares about 80% homology with the 
/5 receptor. For this reason there exists a relative lack of cross reactivity of the human 
/t compounds with the mouse CCR5 receptor and therefore these compounds are too low in 
and selectivity to demonstrate efficacy in the EAE SJL mouse model or other rodent 

yfns. 


Protocol #2 

/ The purpose of this research is to evaluate whether magnetically labeled encephalitogenic T-cells can induce 
EAE disease in the marmoset and whether these labeled cells can be detected by MRI using at clinically 
relevant field strength of 1.5 Tesla. By detecting the migration of the labeled cells into the brain in vivo, will 
allow for future studies investigating the effect of new therapies on the disease course and if the T-cell 
trafficking into the brain can be limited. In addition, specific types of T-cells (Thl vs Th2) cells can be labeled 
and using MRI, it can be determined which population of cells modulates the disease. 


The marmoset has been chosen for these studies because it is characterized by a relapsing-remitting clinical 
course and by pathologic findings of peri-vascular inflammation, demyelination and astrogliosis similar to what 
is observed clinically in MS patients and is the best available model for the human disease. In contrast, the 
EAE model in cynomologous monkeys does not have relapsing-remitting episodes to the disease and is 
hemorrhagic in nature. EAE in rodent models are generally progressive and lesions are usually confined to the 
spinal cord. LDRR has been able to perform in vivo MR microscopic imaging in the EAE mouse model at 4.7 
Tesla, however, this disease primarily occurs in the brain stem and spinal cord which is difficult to image due 
to size and location. The disease in rabbits has a relatively acute course that also has area of necrosis and 
hemorrhage and does not result in demyelinating lesions in the CNS. The disease in guinea pigs is primarily 
edematous and non-demyelinating. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

We are submitting a column E listing for marmosets induced with EAE that may experience distress 
as a result of paresis or paralysis. Animals that have a clinical score of 5 to 10 (paralysis of 
hand&/or foot, paralysis of proximal and distal limb function- monoparesis, paralysis of two limbs- 
hemiplegia or paraplegia, paresis of all four limbs- quadriparesis, or paralysis of all four limbs- 
quadriplegia) will be listed as column E. The motor, sensory or visual deficits can be temporary or 
chronic depending on the extent of the disease or damage to white matter. The animaTs enviroment 
is adapted to facilitate movement about the cage and access to food. Heat lamps or microwaveable 
packs are used for comfort in cases of loss of body heat due to EAE. Fluffy pads are used if the 
animal likes to lie on them. Mild analgesics will be given for lethargy. Special efforts will be taken 
to ensure that animals that have difficulty feeding will receive adequate amounts of food and water 
and that animals that develop neurological symptoms will be housed appropriately to minimize 
pain and distress. If, in the opinion of the attending veterinarian, an animal cannot be properly 
cared for or if the animal reaches euthanasia criteria, then the animal will be euthanized. 



This report is required by law (7 DSC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


UNITFD STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


See reverse side for 
additional information. 


Interagency Report Control No 
0180-DOA-AN 


Alamogordo Primate Facility 


sheets if necessary.) 


FACILITY LOCATlONSf^srfes) 


See Attached Listing 

Holloman Air Force Base, Alamogordo, NM 


1. REGISTRATION NO. 

51-F-0016 

CUSTOMER NO. 
441 

FORM APPROVED 

OM8 NO. 0579-0036 

I 2. HEADQUAR i tKS RESEARCH FACIUTY (Name and Address, as registered with USDA 1 

include Zip Code) 

NATIONAL INSTITUTE OF HEALTH 

BLDG. 31, ROOM B1C37. MSC 2252 

9000 ROCKVILLE PIKE 

BETHESDA. MD 20892 
(301)496-5424 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pairv 
relieving drugs. 


0. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 
D-»E) 


4. Dogs 



ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesbietic. analgesic, and tranquilizing drugs, prior to. during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each prindpai investigator has considered attematives to painful procedures. 

3) This facility is adhering to the standards and regulations under the AcL and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A sunwnary of all the exceptions is attached to this annual report. In 
addition to identifyirtg the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animats affected. 

4 ) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct and complete (7 U.S.C. Section 2143) 

. OFFICIAL I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Tvoe or Print) I DATE SIGNED 


(Replaces VS 


), which is obsolete 


/c/^/o / 

PART 1 - HEADQUARTERS 


(AUG 91) 





















This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in ah order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 

51-F-0016 


CUSTOMER NO. 

441 


Interagency Report Control No 
0180-DOA-AN 


FOFtM APPROVED 
0MB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
indude Zip Code) 

NATIONAL INSTITUTE OF HEALTH 
BLDG. 31, ROOM B1C37, MSC 2252 
9000 ROCKVILLE PIKE 
BETHESDA, MD 20892 
(301)496-5424 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCAT10NS(s/tes) 


See Attached Listing 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals bang 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


O. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animats and for which the use of appropriate 
anesthetic,analgesic. or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 

D + E) 


4. Dogs 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatmenL artd use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research faolity. 

2) Each prirKtpal investigator has considered attematives to painful procedures. 

3) This faolity is adhering to the standards and regulaborts under the Act and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (LACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4 ) The attending veterinarian for this research fadlity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct and complete (7 U.S.C. Section 2143) 


SIGNATUR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 



APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 























UIOV-UUA^ 


UNITEO STATES OEPAATMENT Of AGfUCUtillftE 

ANIMAt AhO PlAWr iCAL TH INSF’ECnON SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. HEGtSTAATlOfl MO. CUSTOMER MO. 

51-F-(X5M 441 

FORMi^YCfVED 

0M8N0 ae7»^)03e 

2. HEACQUMTERS RESEARCH FACIUTY (Name and Address, as regwwed wh USOA. 

gKkAMZ* Code; 

NATIONAL INSTITUTE OF HEALTH 

BLOG. 31. ROOM B1C37. MSC 2252 

9000 ROCKVILLE PIKE 

BCTHESOA.MO 20892 
(301)496-5424 

1 S. REPORTINQ FACaiTY (Ual ad locationa ehere animela were houeed or used in actud research, lasing, toachm^ or •xperimerdation. or nald for has# purpoaea. Attach addttanaf I 

1 ahaets V nacaaaary.) | 


f AOUTY U)CAT10«a<M»^ 


See Attached Listing 

NCI 


|HrTwrnrdiMdMtiiiiTiin’rtiirmTiTrfT*mTTm rrfTfif^rrHrnrnirrrtsrfurfmntf Kemrunsnar) n-im irrrrrrrwfmnrf | 

A. 

Anfceadi Oovared 
ByHwAitkaai 

Wadara Raguladona 

•l Nuaearoi 
antiadkbaing 
bred^ 

oondionad, or 
NMIaruaein 
toadtin^ lasting, 
eaperimanta, 
reaaaKh. or 
surgaiybutnot 
yet uaad for such 
purpoaea. 

C. MaaMrof 
antaMdsupon 
men MBSWiOe 
reaaarch. 
arpatinerils, or 
tosMware 
eondudad 
imoMtigno 
pah. dMreas. or 
uModpah- 
nadreng drugs. 

0. MaabarardninMisupaa 
edtich expertmaras. 
tMctih^ reaaarpi. 
awgaiy. or toati enre 
Gorvluctod hKtMng 
aocompanying pah or 
daeaaa to tw aniBiait 
and for ediMi apprepriaw 
anastwtic, atwigasic. or 
Seepadihg drugs were 
used. 

E. Number of mimaiiuponaiNehloachhg. 
etwerimenA itaaearch, surgery v toati erere 
oenduetod bMOMng aceompanylng pah or dMraae 
to dwinhialt and for which ha uaecf spprnpttoto 
aneafhaticanaigaiie; or tranquUng drugs wodd 
has* adwrsaty sdactod tw proeadures. restdis. or 
htarpretation cT tw laadihg, raaaarch. 
axpariments. sugary, or lasts. ^ aapfanaiton oT 
tw prrxadkaas predbchg pah or ddtasa h tfWaa 
anhwis and die reasons auc/i dugs Mere nor used 
must (w aoacfwd Id this report) 

F. 

TOTAL MO. 
OFAMUALS 

(C«di.C* 

0«E) 

4. Dogs 

0 

28 

5 

0 

33 

5. Cats 

0 

0 

36 

0 

36 

6. Guined Pigs 

0 

0 

0 

0 

0 

7. Hamstan 

0 

0 

0 

0 

0 

8. Rabbits 

0 

3 

411 

0 

ALd 

9. NorvHuntan Primates 

59 

51 

98 

0 

CTl 

10. Sheep 

0 

0 

0 

0 

n 

11. Pigs 

0 

0 

0 

0 

0 

12. Other Fami Animais 

0 

0 

0 

0 

0 







13. Other Animais 






Froas 

0 

40 

0 

0 

40 













1 ASSURANCE STATEMENTS | 


1) Refessianaly siande d i yuemin g th« care. traatnwnL and use of animais. indudlrtg apprapnata vae of anesthetic, analgesic, and tranquSizing drugs, prior to. dwai& 

and loSowtlng actual rei e a rj t . w a ct i n g . lasting, surgery, or ex penmer Sa tion were Mewed by tea research <acity. 


2) Each principaiinvestiQaajr has considered aSernatives to painKiproceduraa. 

3) This tacMy is adherin g to ftos ta n dai 'd s and regulationa under tie Act, and a has required that exce ptions tote standards and ragutatiora be spedSed and exptained by Ihe 
prtodip a t imesSgator and approred by tw tostilutionai Animai Care and Use CommAlae (lACUC). A a u aan e ry ad ttw aacepttona is attached to ttiJa annual report In 
a ddBion to ideidifying tw lAOJCepprered exceptions. Ihia aursnary indiides a briet eapianation of he excepaes, as wM as ha species and rHjtnber o( animais affected. 


^ Theaaeridtog re te t toa rian ter ihiareseerchtadBty has apprppr ia s e aulhoriiy to ensue he p row si o n of ad eq uas a retertoary care and to oversee the adequacy of other 
aspects of animei care and use. 


CERTIFICATIOH BY HEADQUARTERS RESEARCH FACILfTY OFFICIAL 
(Chief Executive Officer or Legally Responsible kistitutionai official) 

1 certify that the above is true, correct and complete (7 U.S.C. Section 2143) 

1 SIGNATURE OF C.EO. Oft MSTYTUTIONAL OFFICIAL 

NAAIE & TTILE OF Ci-O. OR MSTTTUDONAL OFFICIAL Uvoe or Print) 

DATE SIGNEO 

lolsojol 


APHIS FOf 7023 (Rapiaces VS FOfUd i«-23 (Oct 88), wMcti » oosoiete PART 1 • HEADQUARTERS 




See reverse side for 
additional Information. 


Interagency Report Control No 
0180-DOA-AN 


' This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACIUTY LOCATlONSfsrfes) 


See Attached Listing 

NHGRI 


1. REGISTRATION NO. CUSTOMER NO. 

51-F-0016 441 

FORM APPROVED 

0MB NO. 0579-0036 

1 2, HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, I 

1 indude Zip Code) 


NATIONAL INSTITUTE OF HEALTH 

BLDG. 31, ROOM B1C37. MSC 2252 

9000 ROCKVILLE PIKE 


BETHESDA. MD 20892 


(301)496-5424 




REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for whidi appropriate 
anesthetic, analgesic, or 
tranquilizing dnjgs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic. or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C *■ 

0>E) 


4. Dogs 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during. 
ar>d following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the AcL and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report In 
addition to identifying the LACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as weii as the species and number of animals affected. 

4 ) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct and complete (7 U.S.C. Section 21 43) 

I SiGNATL NAME A TITLE OF C. F O. OR INSTITUTIONAI OFFICIAL (Type or Print) [T . 


h is obsolete 


PART 1 - HEADQUARTERS 

























Thf r^rt rr^uirvd by (7 L'SC 214J). Fiilurc i* report (• itw re«Mla(mni can 

rcauit in aa l* ccsm aad 4ciu( an^ to be lubyccl l« pcoaitwa as pravUed la Seettan 2 1 54. 

Sea re^’ena aide (or 
/XMHwnal infarmaliofk 

Intcrat*'*'? Repart Central Na^ 

OtM-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION 

NO. 

51-F-016 Cust Id 441 

FORM APPROVED 

OMB NO. 05494)036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILITY (Name and 

Address, as registered with IISDA, include zip code) 

National Eye Institute 

National Institutes of Health 


3> REPORTING FACILITY (Lut all locations where animals were housed or used in actual research, testing, teaching or experimentation, or heid for these purposes. 
Attach additional sheets if necessary.) 


FACILITY LOCATIONS (Sites) 






REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets ifnecessary or use aphis FOR.M 

7023A) 

A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments or 
tests were 
conducted 
involving no 
pain, distress or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery or tests, (an explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report.) 

F. 

TOTAL NO. 

OF .ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 

10 


36 

0 

36 

5. Cats 

0 


0 

0 

0 

6. Guinea Pigs 

0 

58 

0 

0 

58 

7. Hamsters 

0 


0 

0 

0 

8. Rabbits 



211 

0 

211 

9. Non-human 
Primates 

18 

r 0 

72 

0 

72 

10. Sheep 

0 

0 

0 

0 


11. Pigs 

0 


0 

0 

0 


0 

0 

0 

0 

0 













13. Other Animals 


0 

0 

0 

0 



















ASSURANCE STATEMENTS 


1) Profesionaliy acceptable standards governing the care, treatment and use of animals, including appropriate use of anesthetic and tranquilizing dmgs prior to, during and 
following actual research, teaching, testing, surgery or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and rcgularions be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (ACUC). A summary of all such exceptions is attached to this annual report. In 
addition to Identifying the lACUC approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequecy of other aspects 
of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Ofllcer or Legally Responsible Institutional Official) 

I certify that the above is true, correct and complete (7 U.S.C. Section 2143) 


NAME AND TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or print) 

DATE SIGNED 


(ADO 91) 


which is obsolete) 














































See revefse side lo* 
dddritonal inlormalion. 


This iepo>t « lequired by law (7 USC 2143>- f oiliwe lo «epo*l acconJ»nq to ibe »eQulalio*>s can 
T55Tnnn an o<def lo cease and desisl and lo be subjeci lo pef»allies as p*ovided lof in Section 21 SO. 


Interagency Report Control No 
OISO-OOA-AH 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION MO. 

51-F-0016 Gust Id 441 

FORM APPROVED 

OM8 MO. 0S79-0036 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as reghlered with USDA. 
tnclude Zip Code} 

National Heart, Lung and Blood Institute 
Division of Intramural- Research 

National Institutes of Health 

9000' Rockville Pike, Bethesda, MD 20892 

3. REPORTING FACH-ITY (List dU localiofts where ammais were housed or used m actual reseatch^ lestin 9 . leachmg. or experwneniaiNMi, or held lor these purposes. Attach addiliorkal | 

sheets if necessary.) - 


FAaUTY LOCATIONS (Site^ 


National Institutes of Health 
Bethesda . KD 2Q8<12 ^ 


( REPORT OF ANIMALS USED BY OR UNDER CONTROL Of RESEARCH FACILITY (Attach atttOUional sheets H necessarr or use APHIS FOftU 7(f23A} 


A. 

Animals Covered 

By The Aiuntal 

Wellare Regulations 

a Number ol 
animals beirtg 
bred. 

conditioned, or 
held lor use in 
leachiirg. leslmg. 
experiments, 
research, or 
surgery bul nol 
yel used lor such 
purposes. 

C Number ol 
aiMTi^als upon 
which leachmg. 
research. 
exf>erimenls. or 
tests were 
conducted 
mvolving no 
pain, distress, or 
use ol pairv 
reheving drugs. 

U. Number ol aruinais upon 
which expetimenis. 
leaching, research, 
surgery, or tests were 
conducted mvotving 
accompanyiitg pain or 
distress lo Ihe animals 
and tor which appropriate 
anesthetic, analgesic, or 
tranquittring drugs were 
used. 

E. Number ol artimaK upon wtriidi leaching, 
exper imenis. research, surgery or lesis were 
conducted involving accompanying pain or disiress 
lo Ihe animaK and tor which Ihe use ol appropriale 
anesihelic. analgesic..or iranquiluing dnigs would 
have adversely atlecled the procedures, results, or 
ioierpreialion ol Ihe leachmg. research, 
experimrutts. surgery, or tests- (An explanation ol 
the procedures producing pain or rttstress in these 
animats and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL MO. 

OF ANIMALS 

(Cols. C ♦ 

D ♦ E) 

4. Doqs 

12 

0 

61 

0 

61 

5. Cals 

0 

0 

0 

0 

0 

6. Guinea Piqs 



: 16 

0 

16 

7. Hamsters 

0 

0 

0 

0 

0 . 

8. Rabbits 

15 

0 

156 

0 


9. Non-human Primates 

1 

n 

1 fiA 

n 

1 64 


4 

0 

86 

0 

86 

11. Pios 

0. 

liHlllllli 

- -97 

0 

97 

1 2. Other Farm Animats 












13. Other Animals 






Fish 

0 

0 

4 

0 

4 














I ASSURANCE STATEMENTS 


1). Piolessionally acceplabi* standards govemtog the care. Iieatmerw. and use ol attimals. including approriate use ol anesthetic, analgesic, and ltaiK)uili 2 ing drugs, prior lo. during, 
and loOowing actual research, leaching, testing, surgery, or experirrrentation were lollowed by this researcdi tacHity. 

?)■ Each prmcipal irwesligalor has cottsidered alinrtatives to painlul procedures. 

3). This lacilily is adherirtg to the standards arrd regutalions under the Act. and H has tef|uired that exceptions to the slarNlards and regulations be specified artd explained by the 
principal irrvestigaior and approved by Ihe htsliluiiortal Animal Cote and Use Conunitlee (IaCLCL A summary ol aH such exceptions is altached to this annual report. In 
addition to idenlilymg Ihe lACUC-approved excepliorts. this summary mchides a brief explanation ol Ihe excepikms. as rrell as Ihe species atKf number ol animals atlecled. 


The atieirdrirg veterinarian lot this research lacilily has appropriate authority to ensure the provision ol adequate veterinary care arnl to oversee Ihe adequacy ol other aspects ol 
animal care and use. 


CERTIFICATION HYIlEArXJUARTKS RESEARCH FACllJTY OFFICIAL 
(Chief Eseculivc Officer or Legally Responsible Instilulional Official) 

1 cerlily that llw above is true, correct, and complete (7 U.S.C Section 2143). 

SIGNATURE OF C.E.O. OH INSTITUTIONAL OFFICIAL 

NAME S TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (type or PniU) 

DATE SIGNED 

11/13/01 


APHIS FORM 7023 (Replaces VS FORM i8-23 (OCT 88} which rs obsoteie) 
(AUG 91) 















































Thit refwn IS TCi^uiied by law (7 USC 3 1 43}. F«iiwn lo re yu n aocordiag lo (he reguieaooea 
neuJt la as onkr is ceeae aod desisi aad to be wbjecs lo pmallica u pfoviUed is Secboa 2 1 50. 


tatmgcDcy Report Coacral No. 
OMO-DOA-AN 




3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching or experimentation, or held for these purposes. Attach 
additional sheets if necessary.) 


FACILITY LOCATIONS (Sites) 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FAdLITY (Attach additional sheets if necessary or use APHIS FORM 


A,! 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments or 
tests were 

conducted 
involving no 
pain, distress or 
use of pain- 
relieving drugs. 

4. Dogs 




D. Number of animals upon 
which experiments, 

' teaching, research, 
surgery or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery or tests, (an explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report.) 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


10. Sheep 


11. Pigs 


12. Other Farm 
Animal.s 


Goat 



Chickens 


13. Other Animals 


Frogs 





ASSURANCE STATEMENTS 


1 ) Profesionaily acceptable standards governing the care, treatment and use of animals, including appropriate use of anesthetic and tranquilizing drugs prior to, during 
And following aaual research, teaching, testing, surgery or experimentation were followed by this research lacility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regularions be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (ACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the 
lACUC approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequecy of other aspects of animal 
care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional OfFicial) 

I certifv that the above is true, correct and complete (7 U.S.C. Section 2143) 


\L OFFICIAL NAME AND TITLE OF C.E.O. OR INSTITUTIONAL OFnCIAL (Type or print) 


DATE SIGNED 

nluhi 



APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 1 8-23 (OCT 88) which is obsolete) 








































result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


additional infcjnnation. 


UNITED STATES OEPARTWENT OF AGRICULTURE 
ANIMAL AND PLWTT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 

51-F-0016 


CUSTOMER NO. 
441 


iii.ia.uyv.. ...J ■ I VuUllirOI NO 

0180-DOA-AN 


FORM APPROVED 
owe NO. 0579.0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACIUTY {Name and Address, as registered witft USOA, 
indude Zip Cade) 

NATIONAL INSTmjTE OF H EALTH 
BLDG. 31. ROOM B1C37. MSC 2252 
9000 ROCKVILLE PIKE 
BETHESDA.MD 20892 
(301)496-5424 


3. REPORTING FACIUTY (List all locations wTiere animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILJTY LOCATlONS^aifes) 


See Attached Listing 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILJTY (Attach additional sheets ff necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet us^ for such 
purposes. 


. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquHizing drugs were 
used. 


E. Number of animals upon which teaching, 
experimenis. research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic. or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures produdng pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C ♦ 

D + E) 


4. Dogs 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to. during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research fadlity. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This faality is adhering to the standards and regulatkx^s under the Act and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the LACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research faoTity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correcL and complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.Q. OR INSTITUTIONAL OFFICIAL I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) I DATE SIGNED 




APHIS l-UKIW 7023 

(AUG 91) 


(Replaces VS FORM 1S-23 (Oct 88), which is obsolete 


lll/13/Ql I 

PART 1 - HEADQUARTERS 

























This rsport u by ij« (7 DSC 2143) Fuitre to report accordmg to the regui^ons cm 

resuil 01 m orte to cease nd desist »d to be subject to p«uMjes a proeidrd in Section 2 1 50 

Sec recijse side for 

Mdilional mferm^on 

(r&vagency Report Control No 

OI»0-OOA-AN 

UNITJ:D STATES DEPARTMENT OF AGRICULTURE 

1. REGISTRATION NO. 

FORM .APPROVED 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

51-F-0016 Cust Id 441 

OMB NO. 0549-0036 

FY‘01 

2. HEIADQUARTERS RESEARCH FACILITY (Name and Address, 

as registered with USDA, include hp code) 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

NIH/NIAID 



3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching or expenmentahon, or held for these purposes. Attach 
additional sheets if necessary ) 


FACILITY LOCATIONS (Sites) 






REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEIARCH FACILITY (Attach additional sheets ifnesessary or use APHIS FOUM 
7Q23A) 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of 

animal t bciflg 

bred, 

coadMoned, or 
held for use in 
teaching, texting, 
ezpcrimentf, 
retcarefa or 
lurgery but not 
yet used for such 
purposes. 

C Number of 
animals upon 
which teaching, 
research, 
experiments or 
tests were 
conducted 
involving no 
pain, distress or 
use of pain- 
reilevine drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery or tests wete 
conducted Involving 
accompanying pain or 
distress to the atihnalt 
and for which appropriate 
anesthetic, analgetic or 
tranquilizing drugs were 
used. 

E. Number of animals upon which *»»«-l«l"e, 
experiments, research, surgery or tests were 
conducted Involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
Interpretaiion of the teaching, research, 
experiments, surgery or tests, (an explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 

0 

0 

0 

0 

0 

S. Cats 

0 

0 


0 

0 

6. Guinea Pigs 

10 

165 

32 

0 

197 

7. Hamsters 

13 

467 

287 

0 

754 

8. Rabbits 

0 

154 

0 

0 

154 

1 

304 

1205 

37 

0 

1242 

10. Sheep 

0 

0 

0 

0 

0 

11. Pigs 

0 

0 

0 

0 

0 

12. Other Farm 

Animals 


— 

— 

“ 

-- 

Goat 

0 

1 

0 

0 

1 

Chickens 

0 

2145 

0 

0 

2145 

13. Other Animals 

— 

~ 

— 

— 

~ 

Gerbils 

5 

22 

0 

0 

22 

Cotton Rats 

0 

604 

0 

0 

604 

Frogs 

0 

14 

8 

0 

22 

ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment and use of animals, inclurling appropriate use of anesthetic and tranquilizing drugs prior to, during 


and following actual research, teaching, testing, surgery or experimentation were followed by t^ research &cility. 

2) Each principal investigator has conadered alternatives to painfiil procedures. 

3) This facility is adhering to die standards and regulations under the Act, and it has requited that exceptions to die standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (ACUC). A somiiiary of all sudi raoepthms is attached to this junml report In addition to identifying the 
LACUC approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of a nimals affected. 

4) The attending veterinatian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal 
care and use. 


SlGNATimE OF C.E.O. OR INSTTn^ntlNAfcDFFIClAL 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

1 certify that the above Is true, correct and complete (7 UJS.C. Section 2143) 


NAME AND TITLE OF C.E.O. OR INSTITUnONAL OFFICIAL (Type or print) 


DATE ^NE 



/ U 0/ 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (OCT 88), which is obsolete.) 



















































































This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in antjrder to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


united states department of agriculture 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 

51-F-0016 


CUSTOMER NO. 

441 


Interagency Report Control No 
0180-DOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACIUTY (Name and Address, as registered with USDA, 
include Zip Code) 

NATIONAL INSTITUTE OF HEALTH 
BLDG. 31. ROOM B1C37, MSC 2252 
9000 ROCKVILLE PIKE 
BETHESDA. MD 20892 
(301)496-5424 


3. REPORTING FACILITY (List all, locations where animals were housed or used in actual research, testirig, teaching, or experimentation, or held for these purposes. Attach additional 

sheets if necessary.) NIH/NIAID /ROCKY MOUNTAIN LABORATORIES » Hamiltoiit Montana 


FACILITY LOCATIONSfstfes) 


See Attached Listing 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet us^ for such 
purposes. 


Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic, or tranquilizing dnjgs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 

D + E) 


4. Dogs 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were foHowed by this research fadlity. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This fadlity is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be spedfied and explained by the 
prindpal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary indudes a brief explanation of the exceptions, as wetl as the spedes and number of animals affected. 

4 ) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspeds of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legaliy Responsible Institutional official) 

I certify that the above is taie, correct and complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 




j! ( 



APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 











































5«e reverse side for 
additional informaliort. 


interegency Report Control No 
0180-OOA-AN 


^ — '* ' ‘ '■awjre w io|wn accofoiftg 10 me regulations can 

wsultOT an order to cease and <»««< and to be sutject to penalties as provided for in Section 2150 . 


UNfTEO STATES OePARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 
51-F-0016 


CUSTOMER NO. 

441 


FORM APPROVED 
OM8 NO. 0579.0036 


2. HEADQUARTERS RESEARCH FACILITY (Harm andAdSress. as ngiatwvd with USDa" 
inducfe Zip Code) 

NATIONAL INSTITUTE OF HEALTH 
BLDG. 31. ROOM B1C37. MSC 2252 
9000 ROCKVIUE PIKE 
BETHESOA. MD 20892 
(301)496-5424 


^ facility (List aB locations where animals were housed or used in actual research, testing, teaching, or experime^Xation. or held for tt^e purposes. Attach additional 

sft6«s g f>6ccssary. ) 


FACIUTY LOCATIONS(s4es; 

See Attached Listing ~ [ 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OP RESEARCH FACIUTY (Attach additional sheets if necessary or use APHIS FORM 7023A } 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
- -surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involvmgno 
pain, disiress, or 
use of pain- 
relieving drugs. 

0. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted invoiving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthelic,analges)c, or tranquitizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report} 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C ♦ 
D*E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 






7. Hamsters 






6. Rabbits 


2 

26 


28 

9. Non-Human Primates 






10. Sheep 






11. Pigs 






12. Other Farm Animals 












13. Other Animals 






Fish 


2310 

11 


2321 














ASSURANCE STATEMENTS 


1) ProfessionaOy acceptable standards governing the care. ireatmenL and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to. during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research fadGty. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutionai Animal Care and Use Committee (lACUC). A summary of all the exceptions Is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief ex^anation of the exceptions, as well as Ihe spedes and number of animals affected. 


4) The attenrfing veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is laie. correcL and complete (7 U.S.C. Section 2143) 

lAL 

NAME i TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

jo, 


!3 (Oct 88). which is obsolete PART 1 - HEADQUARTERS 


(AUG 91) 



















^ _ This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


UNI lED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


See reverse side for 
additional information. 


Interagency Report Control No 
0180-DOA-AN 


1. REGISTRATION NO. 
51-F-0016 

CUSTOMER NO. 
441 

FORM APPROVED 

0MB NO. 0579-0036 

I 2. HEAOQUARlfcKS RESEARCH FACILITY and Address, as reg/sfered w/f/) L/50A 1 

include Zip Code) 

NATIONAL INSTITLTTE OF HEALTH 

BLDG. 31, ROOM B1C37, MSC 2252 

9000 ROCKVILLE PIKE 

BETHESDA, MD 20892 
(301)496-5424 


sheets if necessary.) 


See Attached Listing 


FACIUTY LOCATlONSfstfes) 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

4. Dogs 

0 

5. Cats 

0 

6. Guinea Pigs 

0 

7. Hamsters 

0 

8. Rabbits 

0 

9. Non-Human Primates 

0 

10. Sheep 

0 

11. Pigs 

0 

12. Other Farm Animals 

0 



C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pairv 
relieving drugs. 


1982 


41 


55275 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquiTizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals arxi the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 

D + E) 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatmenL and use of animals, irtduding appropriate use of anestheb'c, analgesic, and tranquilizing drugs, prior to. during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act and it has required that exceptions to the standards and regulations be specified and explained by the 
prindpal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as weU as the species and number of animals affected. 

4 ) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

L I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) I DATI 


DATE SIGNED 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 

























































■Riis report is required by law {7 USC 2143). Failure to report according to the regulations can 
result in ari order to cease and desist and to be subject to penalties as provided for in Section 2150, 


See reverse side for 
additional Information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PUtNT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 

51-F-0016 


CUSTOMER NO. 
441 


Interagency Report Control No 
01BO-OOA-AN 


FORM APPROVED 
OMB NO. 0579.0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

NATIONAL INSTITUTE OF HEALTH 
BLDG. 31. ROOM B1C37. MSC 2252 
9000 ROCKVILLE PIKE 
BETHESDA. MD 20892 
(301)496-5424 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCAT10NS(s4es) 


See Attached Listing 

NIH/NIDA/IRP Baltimore, Maryland 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


A. 

Animals Covered 

By The Animal 

Wetfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. timber of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animats 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted Involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO- 
OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 

0 

0 

0 

0 

0 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

0 

0 

0 

0 

0 

7. Hamsters 

0 

0 

0 

0 

0 

8. Rabbits 

0 

0 

0 

0 

0 


9. Nort-Human Primates 


10. Sheep 


11. Pigs 


1 2. Other Farm Animals 


13. Other Animals 


Frogs 




0 

0 

O 

0 

0 

o 



6 

0 

0 

6 


0 

26 

0 

26 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentatian were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research fadnty has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 21 43) 


I SIGNATURE AL OFFICIAL I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Pr7h(| DAT 


DATE SIGNED 

11 / 7/01 



APHIS FORM'7023 
(AUG 91) 


Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 
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Sea rovma lida for 
AddiUimal iaformalMA. 


lnUn|Eac> R<puai Conlrot No 
0I8O-DOA-AN 


Tit« nrxirt u nt(«r«db 7 Uw(7 t;SC 2141). Fatiuto U> nport wconUng to ibc rogwltti<Mu can 
H« Mid dau( Mid to he (ub(«M lo poiMiia m pwtdcd SectMO 21 iO. 


UNITED STATES DEPARTMENT OF AGRICULTURE 1. 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


FY ‘01 

ANNUAL REPORT OF RESEARCH FACILITY 


REGISTRATION NO. 

FORM APPROV ED 

51-F-016 

OMB NO. 0549-0036 


HEADQUARTERS RESEARCH FACILITY (Name and Address, 

as registered with USDA, include zip code) 


NIDCR Veterinary Resources Core 


NIH/NIDCR 


J. REPORTING FACILITY (List ail locations where animals were housed or used in actual research, testing, teaching or experimentation, or held for these purposes. Attach 

additional sheets if necessary ) 


1 FACILITY LOCATIONS (Sites) 






REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 

7023 A) 

A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments or 
tests were 

conducted 
involving no 
pain, distress or 
use of pain* 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery or teats were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the leaching, research, 
experiments, surgery or tests, (an explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report.) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 

0 

0 

0 

0 

0 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

0 

6 

12 

0 

18 

7. Hamsters 

0 

0 

0 

0 

0 

8. Rabbits 

0 

12 

0 

0 

12 


20 

0 

0 

0 

0 

10. Sheep 

0 

0 

0 

0 

0 

11. Pigs 

0 

0 

0 

0 

0 


“ 

“ 

- 

“ 

- 

Goat 

0 

0 

0 

0 

0 

Chickens 

0 

0 

0 

0 

0 

13. Other Animals 

~ 

— 

— 

— 

— 


— 

“ 

— 

— 



— 

— 

~ 

~ 


Gerbils 

0 

0 

0 

0 

wmam 

ASSURANCE STATEMENTS 


I) Profesionally acceptable standards governing the care, treatment and use of arumals, including appropriate use of anesthetic and tranquilizing drugs prior to. during 
And following actual research, teaching, testing, surgery or experimentation were followed by this research facility. 


2) Each principal invesugator has considered alternatives to paintui procedures 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigacor and approved by the Institutional Animal Care and Use Committee (ACUC). A summary of all such exceptions is attached to this annual report In addition to identifying the 
lACUC approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequecy of other aspects of animal 
care and use 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICUL 
(Chief Executive Officer or Legally Responsible Institutional Official) 


I certify that the above is true, correct and complete (7 U.S.C. Section 2143) 

L I NAME AND TITLE OF C.E.O. OR. INSTITUTIONAL OFFICIAL (Type or prim) 



(Replaces VS FORM 1 8-23 (OCT 88) which is obsolete) 









































































, This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


UNliED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 

51-F-0016 


CUSTOMER NO. 
441 


Interagency Report Control No 
01 80-00 A-AN 


FORM APPROVED 
0MB NO. 057S-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

fTYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
inctude Zip Code) 

NATIONAL INSTITUTE OF HEALTH 
BLDG. 31. ROOM B1C37. MSC 2252 
9000 ROCKVILLE PIKE 
BETHESDA. MD 20892 
(301)496-5424 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or expenmentation. or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY L0CATI0NS(s*fes) 


See Attached Listing 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additionat sheets if necessary or use APHIS FORM 7023A ) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

coTKfitioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
corvducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

0. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF animals 

(Cote.C + 

D + E) 

4. Dogs 

0 

0 

0 

0 

0 

5. Cats 

0 

0 

0 

0 

0 



6. Guinea Pigs 


7, Hamsters 


8. Rabbits 


9, Non-Human Primates 


10. Sheep 


11. Pigs 


I 


ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care. treatmenL and use of animals, induding appropriate use of anesthetic, analgesic, and tranquflizing drugs, prior to. durirtg, 
artd foflowing actual research, teachirtg, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This fadlity is adhering to the standards and regulations under Ihe AcL and it has required that exceptions to the standarxis and regulatkxxs be specified and explained by the 
principal investigator and approved by the Instihjtional Animal Care ar>d Use Committee (lACUC). A summary of all the exceptions is attached to this annual reporL In 
addition to identifying the lACUC-approved exceplior». this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4 ) The attendir>g veterinarian for this research facKity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct and complete (7 U.S.C. Section 2143) 


SIGNATIIRF OFT pn on iMR-n-nmnNAL OFFICIAL NAME i TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Pnnf) DAT 



■ORM 18-23 (Oct 88), which Is obsolete 


rnf) DATE SIGNED 

/H -c / 

kart 1 - HEADQUARTERS 


























































additional informaGon. 




•nis report i? 'equireo oy.iaw (/ uok_. ^ runui e lo i cyvAv 

reEi,“. 1 -, a •< ■. .'•■pir lo cease and desist and to be subject to penalties as provided for in Section 2150. 


UNITED STATES DEPARTMENT Of AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTKIN SERVICE 

1. REGISTRATION NO. CUSTOMER NO. 

51-F-O016 441 

form APPROVED 

OMB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACIUTY (Name and Address, as registered with USDA. 
Made Zip Code) 

NATIONAL INSTm/TE OF HEALTH /ORS/VRP 
BLDG. 31. ROOM B1C37. MSC 2252 

9000 ROCKVILLE PIKE 

BETHESDA. MD 20892 
(301)496-5424 

3. KfcPOKiiNG FACIUTY (Ust all locations where animals were housed or used in actual research, testing, teaching, or experimentatioa or held for these purposes. Attach additional 
sheets if necessary.) 


FACIUTY LOCATONSfatesj 


See Attached Listing 


j REPORT OF AMMAtS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach addiUonsd sheets f necessary or use APHIS FORM 7023A ) \ 

A. 

Anitnais Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animalsbeing 
bred, 

corxfitioned, or 
held for use in 
teaching, testing, 
experimenb. 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experimenb. or 
lesb were 
conducted 
involving no 
pain, distress, or 
useofpain- 
reSeving drugs. 

0. Numberof animab upon 
which experimenb, 
leaching, tesearch, 
surgery, ortesb were 
conducted involving 
accompanying pain or .. 
(fistress to the animab 
and for which appropriate 
anesthetic, analgesic, or 
Iranquiizing drugs were 
used. 

E. Numberofanimabupon which teaching, 
experimenb, research, surgery or lesb were 
conducted involvirtg accompanying pain or distress 
to the animab and for which the use of appropriate 
anesthetic.s)algesic; or tranquOizing dnj^ would 
have adversely affected the procedures, resutts, or 
hlerpretation o( the teaching, research, 
experimenb. surgery, or tesb. (An explanation of 
the procedures producing pain orrSstress in these 
animals and the reasons su^ drugs were not used 
must be attached to this repor0 

F. 

TOTAL NO. 

OF ANIMALS 

(Cob. C * 

D + E) 

4. Dogs 

3 


5 


5 

5. Cab 

1 





6. Guinea Pigs 

576 

4 



4 

7. Hamsters 






8. RabbHs 






9. Non-Human Primates 


13 



.13 __ 

10. Sheep 

34 





11. Pigs 

28 





12. Other Farm Animals 












13. Other Artimab 






Goats 

4 





Llama 

1 





Bovine 

3 





1 ASSURANCE STATEMENTS | 


1) ProfessionaHy acceptable standards governing the care, IreattnenL and use of aniinats, indutfing appropriate use of anesthetic, analgesic, and iranquOlzing drugs, prior to, during, 
and fodowing actual research, teaching, testing, surgeiy, or experimerrtaGon were followed by Ihfa research facility. 


2) Each pfirtdpal Investigator has considered aHemalives to painful procedures. 


3) This fadCty is adhering to the standards and reguiabons utxfer the Act. and it has required that exceptions to the standards and regulations be specified arvd explained by the 
princfoal invesfigator and approved by Institufiotial Anknal Care and Use Cominittee (lACUC). A summary of all the exceptions Is attached to this annual report. In 
addition to Identifying the lACUC-approved exceptions, this summary indudes a brief explanation of the exceptions, as well as the spedes and number of animals affected. 

4 ) The atterxfing veterinarian for this research facTity has appropriate authority to ensure the provision of adequate veter^^ary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACIUTY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 
ibove b true, coaect and complete (7 U.S.C. Section 2143) 


NAME & TnLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 


i 


DATE SiCNED 


V 0 9 2!)r 


rhich b obsolete 


PART 1 - HEADQUARTERS 






IWs report ir. re<juir*d by law (r use 2143). Failure lo repon accoroing rj 

resi'il Ir, an orcu- lo cease and desist and to be subject to penalties as provided for in Section 21 50. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PUNT HEALTH INSPECTION SERVICE 


CONTINUATION SHEET FOR ANNUAL REPORT 
OF RESEARCH FACILITY 

(TYPE OR PRINT) 


additional information. 


1. REGISTRATION NO. 

CUSTOMER NO. 

61-F-0016 

441 


0180TXJA-AN 


FORM APPROVED 
OWB NO. 0579-0036 





1) Professionally acceptable standards g<>v«ntingtite care, treatmeriL and use of animals. inciixSng appropriate use of aiiestheficLarialgesic. and tranquffizing drugs, prior to, during. 

and foAowing actual researcfi, teaching, testing, surgery, or experimentation were foSoi^ by this research facility. 

2) Each principal investigator has considered altematives to painful procedures. 

3) this faefity is adhering to the standards and regulations under the AcL and ft has required that exceptions to the standards and regulations be specified and explained by (he 
principal investigator and approved by the Institutiohai Animaf Care and Use CornmiOee (lACUC). A aummacy of afl the exceptions is attached to this annual report In 
additiM to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as wd as the spedes and number of animals affected. 

4) The atterxiing veterinarian for this research faeflity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 

aspects of animai care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certiV that the above Is true, correct, and complete (7 U.S.C. Seefion 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL I NAME i TITLE OF C.E.O, OR INSTITUTIONAL OFFICIAL (Type or Print) “HdAT 


DATE SIGNED 


APHIS FORM 7023A 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which Is obsolete 


PART 1 - HEADQUARTERS 










NOV 30 2004 


Thu report w reipitreil hy law (7 HSC 2 i 43). Failure lo rqiurl nccunling to (l»e regulalioiu can 
remit in an order to ceaxc and dm<i and to be .mbject to pemltinan provided in Sectiim 2150. 


Nee reverie side for 
Additional infonnaUon. 


Interagency Report Control No. 
OIM-DOA-AH 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. 
51-F-016 Cust.ID441 

FORM APPROVED 

OMB NO. 0549-0036 

FY2004 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

2 HEADQUARTERS RESEARCH FACILITY (Name and Address, 

as registered with USDA, include zip code) 

National Institutes of Health 

Deputy Director for Intramural Research 

31 Center Drive, Bldg 31, Room B1C37, MSC 2252 

Bethesda , MD 20892 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching or experimentation, or held for these purposes. Attach 
additional sheets if necessary.) 


FACILITY LOCATIONS (Sites) 


Composite includes; APF, CC, NCI, NEI, NHGRJ, NHLBI, NIA, 

NIAAA, NIAID, NIAID (RML), NIAMS, NICHD, NIDA, NIDCD, NIDCR,NIDDK, NIEHS, NIMH, NINDS, ORS, VRC 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 
7023A) 


Animals Covered 
By The Animal 
Welfare Regulations 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research or 
surgery but not 
yet used for such 
Durnoses. 




C. Number of 
animals upon 
which teaching, 
research, 
experiments or 
tests were 
conducted 
involving no 
pain, distress or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery or tests, (an explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report.) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D +E) 

48 

307 

0 

355 

39 

18 

0 

57 

366 

160 

1 

527 

874 

561 

0 

1435 

561 

1196 

0 

1757 

1412 

998 

23 

2433 

51 

45 

0 

96 

58 

302 

0 

360 


Goats 

0 

Burro 

0 

Horses 

0 

Cattle 

0 

Chickens 

0 

Turkeys 

0 



0 

0 

0 

0 

0 

0 

0 

0 

1560 

0 

0 

0 



ASSURANCE STATEMENTS 


1) Profesionally acceptable standards governing the care, treatment and use of animals, including appropriate use of anesthetic and tranquilizing drugs prior to, during 
And following actual research, teaching, testing, surgery or experimentation were followed by this research &cility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Care and Use Committee (ACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the 
lACUC approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal 
care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive OBicer or Legally Responsible Institutional Official) 

1 certify that the above is true, correct and complete (7 U.S.C. Section 2143) 


NAME AND TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or print) 


DATE SIGNED 


which is obsolete) 



















































































EXPLANATION FOR COLUMN E LISTING 


This form will be sent to the USDA as part of the NIH Annual Report (USDA VS Form 7023) supporting all Column E 
Listings (procedures considered to produce more than momentary pain or distress without the administration of appropriate 
and adequate anesthetic, analgesic, or tranquilizer drugs. 

Registration Number: 51-F-0016 
ICD: NIAID 
Species: Cotton Rats 
Number: 11 

Explain the procedure producing pain/or distress, including reason (s) for species selected. 

Varicella-zoster virus (VZV) causes chickenpox in children, becomes latent in the dorsal root ganglia, and is 
reactivated decades later causing shingles (zoster) in adults. We are trying to develop a small animal model 
to induce reactivation of VZV. We will treat animals (cotton rats or rats) with immunosuppressive 
medication and then the animals will undergo hyperthermia treatment to induce reactivation. This 
procedure has been successful for reactivation of herpes simplex virus in animals, but has not been tried for 
VZV. 

Animals will be inoculated with VZV i.m., immunosuppressed, and then undergo hyperthermia therapy. 
Hyperthemia treatment will consist of putting the animals in plastic tubes with air holes at the top and 
incubating the tubes in a water bath 43°C for 10 minutes. Thereafter animals will be dried if necessary and 
placed under a heating lamp for 10-30 min (to prevent hypothermia), before being returned to their cages. 
Animals will be observed every 10 minutes during recovery from hyperthermia. If the animal has not 
recovered by 60 minutes, it will be euthanized. 

Cotton rats or rats are chosen because a model has been established for central nervous system infection by 
VZV with latency in these animals 


Provide scientific justification why pain and/or distress could not be relieved. State methods or means used 
to determine that pain and/or distress relief would interfere with test results. 

Anesthesia is not given during hyperthermia since it may reduce the likelihood of survival with 
hyperthermia, and since the established protocols using hyperthermia to induce reactivation of other 
viruses (e.g. Sawtell and Thompson, Journal of Virology 66:2150, 1992) do not use anesthesia during 
hyperthermia. Opioid analagesics may affect the results of the experiment by binding to the receptors on 
neurons and interfere with reactivation of the virus from neurons. Non-steroidal anti-inflammatory drugs 
cannot be used as they may have effects on the immune response to VZV and thus influence reactivation 
from latent infection. 



EXPLANATION FOR COLUMN E LISTING 


This form will be sent to the USDA as part of the NIH Annual Report (USDA VS Form 7023) supporting all Column E 
Listings (procedures considered to produce more than momentary pain or distress without the administration of appropriate 
and adequate anesthetic, analgesic, or tranquilizer drugs. 

Registration Number; 51 -F-OOl 6 
ICD: NIAID 
Species: Guinea Pigs 
Number: 1 

Explain the procedure producing pain/or distress, including reason (s) for species selected. 

Initial experiments could find that the degree of immunosuppression of guinea pigs with the highest dose 
of the immunosuppressive drugs in the NIH animal facility leads to bacterial infections that are not 
expected from the published data. If adverse effects are observed, further studies will be performed at 
lower doses of immunosuppressive drugs. 


Provide scientific justification why pain and/or distress could not be relieved. State methods or means used 
to determine that pain and/or distress relief would interfere with test results. 

Unanticipated bacterial superinfection could occur due to differences in the gastrointestinal and 
oropharyngeal flora or differences in airborne bacteria, the usual sources of bacterial infections 
following cyclophosphamide and triamcinolone treatment. In this event, we will need to amend the 
protocol and decrease the dose or duration of immunosuppression. With the desired degree of 
immunosuppression, animals will not become ill from either C. glabrata or bacterial superinfection. It is 
during this initial period that up to five guinea pigs might become unexpectedly ill. Once their illness is 
noted, euthanasia will be used. Guinea pigs that are killed before the end of the experiment cannot be 
used for determining response to therapy because treatment duration will be truncated. 



EXPLANATION FOR COLUMN E LISTING 


This form will be sent to the USDA as part of the NIH Annual Report (USDA VS Form 7023) supporting all Column E 
Listings (procedures considered to produce more than momentary pain or distress without the administration of appropriate 
and adequate anesthetic, analgesic, or tranquilizer drugs. 

Registration Number: 51-F-0016 
ICD: MAID 
Species: Aotus sp 
Number: 21 

Brief description of project including reason(s) for species selected: 

Malaria is one of the most important infectious diseases affecting mankind. One third of the 
population is at risk of infection with malaria. Over 500 million people are infected each year, 
million people die and most deaths are in children under five years of age. This parasite is 
developing resistance to most anti-malarial drugs. An effective vaccine is urgently needed. 

The malaria parasites which infect humans will also infect gorillas, chimpanzees and a limited number of 
New World sub human primates including owl (Aotus) monkeys and squirrel (Saimiri) monkeys. The 
Aotus monkey model has been shown to be the most reasonable and productive for use in studies 
involving the most important human malaria, Plasmodium falciparum. 

Animal models for human malaria vaccine efficacy are an important part of development and testing of 
prototype human malaria vaccines. In part this necessity derives from the fact that in vitro methods 
cannot perfectly or reproducibly duplicate the complex immunologic responses of animals or humans to 
vaccines. Evaluation of malaria parasite antigens as potential vaccines and therapeutic interventions 
requires the use of live animals because we currently lack a reliable in vitro correlate of protection and/or 
sequestration. If we can validate the in vitro models currently under development, then, at least some 
aspects of vaccine development (e.g., to study binding of parasites to adhesion molecules in vitro,) may be 
done in vitro. Ultimately, however, for the foreseeable future formulations destined for human clinical 
trials require testing in animal models. 

Explanation of unrelieved pain or distress: 

Animals on this study will receive Complete Freund’s Adjuvant (CFA). Animals given CFA will likely 
develop granulomatous skin lesions. When these occur, animals will be monitored at least twice a day for 
lethargy, diarrhea, rough hair coat, absence of eating and/or drinking, other clinical signs, and the status 
of the skin lesions. Skin lesions will be kept clipped and cleaned. 

These granulomatous skin lesions may occasionally lead to more serious conditions, such as peritonitis, 
pleuritis or other lesions due to migration of the CFA into body cavities or other areas. In animals that 
develop clinical signs indicative of these possible sequellae, diagnostic testing will be performed to rule out 
anemia, parasitemia or spontaneous disease, all of which are treatable as discussed in Part F. of the ASP. 
If moribundity occurs or serious conditions are diagnosed related to the CFA injections, such as 
peritonitis, these will be treated with appropriate treatments (such as drainage and antibiotics) or the 
animal will be euthanized. 

For immunization-challenge studies in non-human primates, CFA is the gold standard against which all 
other adjuvants must be measured. Vaccine trials at the NIH and in other laboratories have been using 
CFA for decades in the evaluation of malaria vaccine candidates. There is no question that CFA is a less 
than satisfactory adjuvant. . One purpose of the trials that we conduct here at NIH and we collaborate on 
with other investigators at the CDC, is to evaluate alternatives to CFA with the hope of one day removing 
the need for its use in testing vaccine candidates. 


world’s 
Over 2 
rapidly 



Column E Explanation Form 


This form is intended as an aid to completing the Column E explanation. Names, addresses, protocols, 
veterinary care programs, and the like, are not required as part of an explanation. A Column E explanation 
must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number: 51-F-0016 


2. Number of animals used under Column E conditions in this study. 

tWD 

3. Species (common name) of animals used in this study. 

marmoset 

4. Explain the procedure producing pain and/or distress, including reason(s) for species selected. 

The purpose of this research is to evaluate whether magnetically labeled encephalitogenic T-cells can induce 
EAE disease in the marmoset and whether these labeled cells can be detected by MRI using at clinically 
relevant field strength of 1 .5 Tesla. By detecting the migration of the labeled cells into the brain in vivo, will 
allow for future studies investigating the effect of new therapies on the disease course and if the T-cell 
trafficking into the brain can be limited. In addition, specific types of T-cells (Thl vs Th2) cells can be labeled 
and using MRJ, it can be determined which population of cells modulates the disease. 

The marmoset has been chosen for these studies because it is characterized by a relapsing-remitting clinical 
course and by pathologic findings of peri-vascufar inflammation, demyelination and astrogliosis similar to what 
is observed clinically in MS patients and is the best available model for the human disease. In contrast, the 
EAE model in cynomologous monkeys does not have relapsing-remitting episodes to the disease and is 
hemorrhagic in nature. EAE in rodent models are generally progressive and lesions are usually confined to the 
spinal cord. LDRR has been able to perform in vivo MR microscopic imaging in the EAE mouse model at 4.7 
Tesla, however, this disease primarily occurs in the brain stem and spinal cord which is difficult to image due 
to size and location. The disease in rabbits has a relatively acute course that also has area of necrosis and 
hemorrhage and does not result in demyelinaling lesions in the CNS. The disease in guinea pigs is primarily 
edematous and non-demyelinating. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

We are submitting a column E listing for marmosets induced with EAE that may experience distress as a result 
of paresis or paralysis. Animals that have a clinical score of 5 to 10 (paralysis of hand&/or foot, paralysis of 
proximal and distal limb function- monoparesis, paralysis of two limbs- hemiplegia or paraplegia, paresis of all 
four limbs- quadriparesis, or paralysis of all four limbs- quadriplegia) will be listed as column E. The motor, 
sensory or visual deficits can be temporatry or chronic depending on the extent of the disease or damage to 
white matter. The animals enviroment is adapted to facilitate movement about the cage and access to food. 
Heat lamps or microwaveable packs are used for comfort in cases of loss of body heat due to EAE. Fluffy pads 



are used if the animal likes to lie on them. Mild analgesics will be given for lethargy. Special efforts will be 
taken to ensure that animals that have difficulty feeding will receive adequate amounts of food and water and 
that animals that develop neurological symptoms will be housed appropriately to minimize pain and distress. 
If, in the opinion of the attending veterinarian, an animal cannot be properly cared for or if the animal reaches 
euthanasia criteria, then the animal will be euthanized- 


This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order tc^qqase and defeist and to be subject to penalties as provided for in Section 21 1 


See attached form for 
additional information 


PEC 


Interagency Report Control No.: 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 51_F-0019 

CUSTOMER NUMBER: 452 

FORM APPROVED 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Edgewood Chemical Biological Center 
Bldg E3150 

ATTN: AMSRD-ECB-RT-TV 

Aberdeen Proving Ground# MD 21010- 



5424 


Telephone: 410-436-8653 


3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessarv or use APHIS Form 7023A ) | 

A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use o 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiiiz 
dnjgs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the reasc 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E ) 

4. Dogs 






5. Cats 






6. Guinea Pigs 


50 

14 

64 

128 

7. Hamsters 






8. Rabbits 


1 33 

14 

279 

426 

9. Non-human Primates 






10. Sheep 






11. Pigs 


0 

0 

60 

60 

12. Other Farm Animals 












13. Other Animals 






Mice 


57 

12 

93 

162 

Rats 


474 

191 

88 

753 

Fish 


90 

0 

390 

480 

I ASSURANCE STATEMENTS | 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual resr 
teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified end explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 



CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


s 

TITI F OF C.E O OR INSTITUTIONAL OFFICIAL ( Type or Print ) 

DATE SIGNED 


(Replaces VS FORM 10-23 (OCT 88), which is obsolete 










































Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number: S1-F-nniQ 


2. Number 


8(mice)/88(rats)/50(rabbits)/60(pigs)/64(guinea pigs) 


of animals used in this study. 


3. Species (common name r‘^^/''^^/*'^‘^‘^'^/P‘g^/g^'^^^ 8i9^nimals used in the study. 

4. Explain the procedure producing pain and/or distress. 

Eight (8) mice, eighty-eight (88) rats, fifty (50) rabbits, sixty (60) mini-pigs, and sixty-four 
(64) guinea pigs were used to test militarily unique compounds via the inhalation and oral 
route to establish relative importance of exposure concentration and duration on the 
probability of toxic and lethal responses. Historically, in studies designed to generate lethal 
dose-response curves, it has been assumed that approximately half of the exposed animals 
would be expected to die and that this level of response may potentially be associated with 
pain, discomfort, and/or distress. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

For these studies, the use of anesthetic/analgesic drugs during exposure may compromise 
the results of the proposed studies due to the fact that this class of compound may alter 
the respiratory minute volume and thus the dose of test compound that the animal 
receives. In addition, the expression of toxic signs may be altered by such treatment. 

Clement and Coperman (1984) suggest that chemical agent-induced convulsion and death 
are not necessarily associated with pain. Clement and Coperman (1984) have reported that 
Soman and Sarin induce a long-lasting naloxone-reversible analgesia in mice, which was 
not due to physical incapacitation. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 


Agency. 


CFR 



Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number: 51-F-QQ19 

2. Numbe r (rabbits) / 85 (mice) . animals used in this study. 

3. Species (common name) rabbits / miC0 animals used in the study. 

4. Explain the procedure producing pain and/or distress. 


Two hundred twenty-nine (229) rabbits and eighty-five (85) mice were tested with 
previously untested chemicals of military interest. The materials were tested 
intravenously in mice and both intravenously and dermally in rabbits. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 


Animals that either died or suffered convulsive seizures during the test - these 
severe toxic signs could not be alleviated so that accurate test data could be 
collected. The data collected were important for several reasons: 1) to establish 
the toxicological profile of the chemical; 2) establish data to be used for human 
estimates; 3) establish data from which therapy/phophylaxix could be established; 
and 4) data would be included in material safety data sheets as a warning to 
potential users or in support to chemical staff in case of accidential exposures. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 11 3.1 02): 


Agency. 


CFR 



Column E Explanation 


This form is intended as an aid to compieting the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
expianation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number: 51-F-QQ19 

390 

2. Number o f animals used in this study. 

3. Species (common name) fj^ h ^of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 

Three hundred ninety (390) fish were exposed to 48-hour static (no water 
Changes) range-finding toxicity tests. 


5. Provide scientific justification why pain and/or distress couid not be reiieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 


Operculum movement is impaired with anesthetics, nullifying one of the 
experimental endpoints. Impairing the animal with an anesthetic may increase 
the effects of the toxicity challenge. Distress and pain are difficult, if not 
impossible, to judge with aquatic species due to the inability to observe vital 
signs that are readily obvious in terrestrials. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102); 


Agency. 


CFR 



fiUV 


\ 


rcquiml by law (7 USC 2143). Failure to ropott according to the regulaliona can 
reioih in an order to ceaae and derirt and to be ubjcd to penatliM ai provided In Section 21 50. 


See revcne aide f« 

Additional informaliocL 


Interagency Report Control No. 

0tIt0-IX>A-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

FY2004 

CONTINUATION SHEET FOR ANNUAL 
REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. 

REGISTRATION NO. 

FORM APPROVED 

2. 

51-F-016 Gust. ID 441 

OMB NO. 0549-0036 


3 HEADQUARTERS RESEARCH FACILITY (Name and Address, 


as registered whh USDA, include zip code) 

National Institutes of Health 
Deputy Director for Intramural Research 
31 Center Drive, Bldg 31, Room B1C37, MSC 2252 
Bethesda , MD 20892 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 

7023A) 

A. 

Animals Covered 

By The Animal 
Welfare Regulations 

12 &/OR 13 OTHER 
(List by Species) 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments or 
tests were 
conducted 
involving no 
pain, distress or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery or tests, (an explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D + E) 

12. Goose 

0 

0 

0 

0 

0 

Duck 

0 

0 

0 

0 

0 

13. Gerbils 

8 

0 

0 

0 

0 

Ferrets 

0 

0 

0 

0 

0 

Cotton Rats 

0 

0 

227 

11 

238 

Squirrels 

■■nnsH 

16 

296 

0 

312 

Pigeons 

0 

8 

0 

0 

8 

Frogs 

0 

0 

0 

0 

2550 

Fish 

0 

0 

0 

0 

50224 

Other Amphibians 

0 

0 

0 

0 

95 

Vole 

9 

0 

0 

0 

0 

Mink 

0 

85 

0 

0 

85 

Wild Mice 

29 

0 

0 

0 

0 

Llama 

1 ^ 

0 

0 

0 

0 

Chinchillas 

0 

0 

29 

0 

29 

ASSURANCE STATEMENTS 



1) Professionally acceptable standards governing the care, treatment and use of animals, including appropriate use of anesthetic and tranquilizing drugs prior to, during 
And following actual research, teaching, testing, surgery or experimentation were foibwed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulatbns be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (ACUC). A summary of all such exceptions is attached to this annual report In 
additbn to identifying the lACUC approved exceptions, this summary includes a brief explanatbn of the exceptbns, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provisbn of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CER l IFICM ION BY liEADQUAR l ERS RESEARCH FACILITY OFFICIAL 

(Chief Executive Officer or Legally Responsible Institutional Official) 

1 certify that the above is true, correct and complete (7 II.S.C. Section 2143) 

SIGNATURE OF C E O. OR mSTITUTIONAL OFFICIAL 

NAME AND TITLE OF C EO. OR INSTITUTIQNAL OFFICIAL (Type or orint) 

DATE SIGNED 


APHIS FORM /uzjA 
(AUG 91) 

































































































_ Th4 report is required by law (7 DSC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional Information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 
51-F-0021 


CUSTOMER NO. 
728 


Interagency Report Control No 
0180-DOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

UNITED STATES ARMY MEDICAL RESEARCH 
BLDG. 1425 FT. DETRICK 
FREDERICK. MD 21702 


3. REPORTING FACILITY (List all locations where animals were housed or used In actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONSfstfes) 


INSTITUTE OF INFECTIOUS DISEASE 
FREDERICK, MD 21702 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


4. Dogs 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet us^ for such 
purposes. 


C. Number of 

0. Number of animals upon 

E. Number of animals upon which teaching. 

F. 

animals upon 

which experiments. 

experiments, research, surgery or tests were 


which teaching. 

teaching, research. 

conducted involving accompanying pain or distress 

TOTAL NO. 

research. 

surgery, or tests were 

to the animals and for which the use of appropriate 

OF ANIMALS 

experiments, or 

conducted involving 

anesthetic.analgesic, or tranquilizing drugs would 


tests were 

accompanying pain or 

have adversely affected the procedures, results, or 

(Cols. C + 

conducted 

distress to the animals 

interpretation of the teaching, research. 

D + E) 

involving no 

and for which appropriate 

experiments, surgery, or tests. (An explanation of 

pain, distress, or 

anesthetic, analgesic, or 

the procedures producing pain or distress in these 


use of pain- 

tranquilizing drugs were 

animals and the reasons such drugs were not used 


relieving drugs. 

used. 

must be attached to this report) 




ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annuai report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 



CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional ofTicial) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

10/19/2004 



APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 










































Thif report is required by la\X' (7 USC 2143)! Faiiure to report according to the reguiations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PUNT HEALTH INSPECTION SERVICE 


CONTINUATION SHEET FOR ANNUAL REPORT 
OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 
51-F-0021 


CUSTOMER NO. 
728 


Interagency Report Control No 
0180-DOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
Made Zip Code) 

UNITED STATES ARMY MEDICAL RESEARCH 
BLDG. 1425 FT. DETRICK 
FREDERICK, MD 21702 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach addHional sheets if necessary or use this form.) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, - 
research, or 
surgery but not 
yet used for such 
purposes. 

Horses 

5 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropnate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An expianatbn of 
the procedures producing pain or distress in these 
animais and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 
D-t-E) 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 



CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

10/19/2004 



APHIS FORM 7023A 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 
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UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

(APHIS) 


Instructions Submit Form 7023A 


FY2004 APHIS FORM 7023A Submission 


This report is required by law (7 USC 2143). Failure to report according to the See below for Interagency Report Control No 

regulations can result in an order to cease and desist and to be subject to penalties additional information. 01 80-DOA-AN 

as provided for in Section 2150. 


UNITED STATES DEPARTMENT OF 
AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION 
SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(T/PE OR PRINT) 

1. Registration No: 

51-F-0021 /728 

FORM APPROVED 

OMB NO. 0579-0036 

2. Headquarters Research Facility (Name and Address, 
as registered with USDA, include Zip Code): 

UNITED STATES ARMY MEDICAL RESEARCH 

BLDG. 1425 FT. DETRICK 

FREDERICK, MD 21702 

T; (301)619-4708 

REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY View Column 
Definitions 

A 

B 

C 

D 

E 

F 

|12. Other Farm Animals 

jcoats 


|101 

|0 

|0 

101 

jl2. Other Farm Animals 

[Horses 


|2 

|0 

|0 

2 

*Select One* jJ 





0 

I ‘Select One* J 





0 

I ‘Select One* J 

I 





0 

I ‘Select One* J 





0 

I ‘Select One* J 





0 

‘Select One* 





0 

I ‘Select One* jJ 

|0 

|o 

|0 

|0 

0 


https://web01.aphis.usda,gov/AC/APHISACWeb2.nsf7AC/APHISACWeb2.nsmieview/... 11/15/2004 
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UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

(APHIS) 
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APHIS Form 7023 Column E Explanation 


This form is intended as an aid to completing the APHIS Form 7023 Column E explanation. It is not an official form and its 
use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number: 51-F-0021 

2/3. Species (common name) & Number of animals used in this study: 

Guinea Pigs (913) Hamsters (629) 

Rabbits (292) . Non-Human Primates (166) 

4. Explain the procedure producing pain and/or distress. 

The mission of the United States Army Institute of Infectious Diseases is to perform studies on the pathogenesis, 
diagnosis, prophylaxis, treatment and epidemiology of infectious diseases for medical defense against potential biological 
threat agents and naturally occumng infectious agents and toxins of military importance that require special containment. 
The animals listed in column E have all been used in some aspect of these studies. The rational and justification for the 
use of animals in each of the studies performed in support of the institute's mission have been closely scrutinized by the 
lACUC and the Institute's leadership. The nature of most infectious diseases and toxins studied at USAMRIID involves a 
clinical course, which includes some degree of discomfort (e.g. fever, myalgia, etc.). 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would Interfere with test results. (For Federally mandated testing, see Item 6 below) 

The retardation or relief of clinical signs with pain relieving or anesthetic drugs result in inaccurate experimental data 
because these drugs interfere with certain clinical and immunological responses to biological agents by the test animal, 
and subsequent analysis of those responses. All studies that result in unalleviated pain or distress to experimental 
animals require scientific justification, in writing, explaining in detail, why the use of pain relieving drugs is not appropriate 
and how it would interfere with the scientific goals of the study. Each of these protocols is evaluated on a case-by-case 
basis by the lACUC. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g., APHIS, 9 CFR 113.102): 


Agency: N/A 


CFR: 



optional Colium E Explanation Form 

1. Registration Number: 51’»F-021 / 728 

2. Number 166 - - of animals used in this study. 

3. Species (common name) Non -human Primates of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

Nonhuman primates used in research at the United States Airmy Medical 
Research Institute of Infectious Diseases and reported in Column E 
experienced pain and/or distress due to one of the following 
circumstances 

a. Use on a pathogenesis study in which they were infected by 

parenteral injection or aerosol exposure to a CDC Select Agent or 

other high hazard agent (bacterial or viral infectious agents) and 

allowed to develop the disease. 

b. Use on a vaccine study in which they were vaccinated against a CDC 

Select Agent or other high hazard agent (bacterial or viral 
infectious agents or biological toxins) and subsequently exposed by 

parenteral injection or aerosol exposure to the infectious agent or 

toxin. Animals that were used in control groups experienced pain 
and/or distress when they developed the disease as did any animals 
in which the vaccine was not completely efficacious in preventing 
the infection or intoxication. 

c. Use on a therapeutic study in which animals were treated with a 
drug either before or after exposure to a CDC Select agent or other 
high hazard agent (bacterial or viral infectious agents) by 
parenteral injection or aerosol exposure. Animals that were used 
in control groups experienced pain and/or distress when they 
developed the disease as did any animals in which the drug was not 
completely efficacious in preventing or treating the infection. 

5. Provide scientific justification why pain and/or distress could not be 
relieved. State methods or means used to determine that pain and/or 
distress relief would interfere with test results. (For Federally mandated 
testing, see question 6 below) 

The retardation or relief of clinical signs with pain relieving or 
anesthetic drugs result in inaccurate experimental data because these 
drugs interfere with certain clinical and immunological responses to 
biological agents by the test animal, and subsequent analysis of those 
responses. All studies that result in unalleviated pain or distress to 
experimental animals require scientific justification, in writing, 
explaining in detail, why the use of pain relieving drugs is not 
appropriate and how it would interfere with the scientific goals of the 
study. Each of these protocols is evaluated on a case by case basis by 
the lACUC. 

6. Nhat, if any, federal regulations require this procedure? Cite the 
agency, the Code of Federal Regulations (CFR) title number and the 
specific section number (e.g., APHIS, 9 CFR 113.102) 


Agency 


N/A 


CFR 


N/A 


- 1 
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Optional Column E Explanation Form 


1. Ragiatration Number: Sl-F-021 / 72B 

2. Number 913 ' of animals used in this study, 

3. Species (common name) Guinea Pigs of animals used in this study, 

4. Explain the procedure producing pain and/or distress. 

Guinea pigs used in research at the United States Army Medical Research 
Institute of Infectious Diseases and reported in Column E experienced 
pain and/or distress due to one of the following circumstances: 

a. Use on a pathogenesis study in which they were infected by 

parenteral injection or aerosol exposure to a CDC Select Agent or 

other high hazard agent (bacterial or viral infectious agents) and 

allowed to develop the disease. 

b. Use on a vaccine study in which they were vaccinated against a CDC 

Select Agent or other high hazard agent (bacterial or viral 
infectious agents or biological toxins) and subsequently exposed by 

parenteral injection or aerosol exposure to the infectious agent or 

toxin. Animals that were used in control groups experienced pain 
and/or distress when they developed the disease as did any animals 
in which the vaccine was not completely efficacious in preventing 
the infection or intoxication. 

c. Use on a therapeutic study in which animals were treated with a 
drug either before or after exposure to a CDC Select agent or other 
high hazard agent (bacterial or viral infectious agents) by 
parenteral injection or aerosol exposure. Animals that were used 
in control groups experienced pain and/or distress when they 
developed the disease as did any animals in which the drug was not 
completely efficacious in preventing or treating the infection. 

5 . Provide scientific justification why pain and/or distress could not be 
relieved. State methods or means used to determine that pain and/or 
distress relief would interfere with teat results. (For Federally mandated 
testing, see question 6 below) 

The retardation or relief of clinical signs with pain relieving or 
anesthetic drugs result in inaccurate experimental data because these 
drugs interfere with certain clinical and immunological responses to 
biological agents by the test animal, and subsequent analysis of those 
responses. All studies that result in unalleviated pain or distress to 
experimental animals require scientific justification, in writing, 
explaining in detail, why the use of pain relieving drugs is not 
appropriate and how it would interfere with the scientific goals of the 
study. Each o£ these protocols is evaluated on a case by case basis by 
the lACUC . 

6 . What, if any, federal regulations require this procedure? Cite the 
agency, the Code of Federal Regulations (CFR) title number and the 
specific section number (a.g., APHIS, 9 CFR 113.102) 


Agency 


N/A 


N/A 


CFR 


Optional Column e Explanation Form 

1. Registration Number; 51-F'-021 / 72S 

2» Nunbor 629 - ' of animals used in this study. 

3. Species (common name) Hamsters of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

Hamsters used in research at the Unjited States Army Medical Research 
Institute of Infectious Diseases an^i reported in Column E experienced 
pain and/or distress due to one of the following circumstances: 

a. Use on a pathogenesis study in which they were infected by 
parenteral injection or aerosol exposure to a CDC Select Agent or 
other high ha 2 ard agent (bacterial or viral infectious agents) and 
allowed to develop the disease. 

b. Use on a vaccine study in which they were vaccinated against a CDC 
Select Agent or other high hazard agent (bacterial or viral 
Infectious agents) and subsequently exposed by parenteral injection 
or aerosol exposure to the infectious agent. Animals that were 
used in control groups experienced pain and/or distress when they 
developed the disease as did any animals in which the vaccine was 
not completely efficacious in preventing the infection. 

c . Use on a therapeutic study in which animals were treated with a 
drug either before or after exposure to a CDC Select agent or other 
high hazard agent (bacterial or viral infectious agents) by 
parenteral injection or aerosol exposure. Animals that were used 
in control groups experienced pain and/or distress when they 
developed the disease as did any animals in which the drug was not 
corr^letely efficacious in preventing or treating the infection. 

5. Provide scientific justification wliy pain and/or distress could not be 
relieved. Htate methods or mecins used to determine that pain and/or 
distress relief would interfere with test results. (For Federally mandated 
testing, see question 6 below) 

The retardation or relief of clinical signs with pain relieving or 
anesthetic drugs result in inaccurate experimental data because these 
drugs interfere with certain clinical and immunological responses to 
biological agents by the test animal, and subsequent analysis of those 
responses. All studies that result In unalleviated pain or distress to 
experimental animals require scientific justification, in writing, 
explaining in detail, why the use of pain relieving drugs is not 
appropriate and how it would interfeife with the scientific goals of the 
study. Each of these protocols is e-vl^aluated on a case by case basis by 
the lACUC. 

€. Nhat, if any, federal regulations require this procedure? Cite the 
agency, the Code of Federal Regulations (CFR) title number and the 
specific section number (e.g., AFHlsj 9 CFR 113.102) 



optional Colunn E BJ^lanation Form 

1. Registration Number; 51-F-021 / 728 

2. Number 292 o£ animals used in this study. 

3. Species (common name) Rabbits of animals used in this study. 

4. Explain the procedure prodxicing pain and/or distress. 

Rabbits used in research at the United States Army Medical Research 
Institute of infectious Diseases and reported in Column B experienced 
pain and/or distress due to one of the following circumstances: 

a. Use on a pathogenesis study in which they were infected by 
parenteral injection or aerosol exposure to a CDC Select Agent or 
other high hazard agent (bacterial or viral infectious agents) and 
allowed to develop the disease. 

b. Use on a vaccine study in which they were vaccinated against a CDC 
Select Agent or other high hazard agent (bacterial or viral 
infectious agents) and subsequently exposed by parenteral injection 
or aerosol exposure to the infectious agent. Animals chat were 
used in control groups experienced pain and/or distress when they 
developed the disease as did any animals in which the vaccine was 
not completely efficacious in preventing the infection. 

c. Use on a therapeutic study in which animals were treated with a 
drug either before or after exposure to a CDC Select agent or ocher 
high hazard agent (bacterial or viral infectious agents) by 
parenteral injection or aerosol exposure. Animals that were used 
in control groups experienced pain and/or distress when they 
developed the disease as did any animals in which the drug was not 
completely efficacious in preventing or treating the infection. 

5. Provide scientific justification why pain and/or distress could not be 
relieved. State methods or means used to determine that pain and/or 
distress relief would interfere with test results. (For Federally mandated 
testing, see question 6 below) 

The retardation or relief of clinical signs with pain relieving or 
anesthetic drugs result in inaccurate experimental data because these 
drugs interfere with certain clinical and immunological responses to 
biological agents by the test animal, and subsequent analysis of those 
responses. All studies that result in unalleviated pain or distress to 
experimental animals require scientific justification, in writing, 
explaining in detail, why the use of pain relieving drugs is not 
appropriate and how it would interfere with the scientific goals of the 
study. Each of these protocols is evaluated on a case by case basis by 
the lACUC. 

6 . Khat, if any, federal regulations require this procedure? Cite the 
agency, the Coda of Federal Regulations (CFR) title number and the 
specific section number (e.g., APHIS, 9 CFR 113.102} 


Agency 


N/A 


CPR 


N/A 
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UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEAL TH INSPECTION SERVICE 

(APHIS) 




/ '/limal 
'^^re 



FY2004 APHIS Form 7023 Column E Explanation 


This form is intended as an aid to completing the APHIS Form 7023 Column E explanation. It is not an official 
form and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not 
required as part of an explanation. A Column E explanation must be written so as to be understood by lay 
persons as well as scientists. 


1. Registration Number: 


51-F-0021 /728 


2. Species (common name) of animals used in the 
study: 

(check all that apply for this explanation) 


P* Guinea Pigs 
F Hamsters 
F’ Rabbits 

F Non-Human Primates 


3. Number of animals used in this study: 


(Generated By System) 


4. 


Explain the procedure producing pain and/or distress. 

The mission of the United States Army Institute of Infectious Diseases is to 
perform studies on the pathogenesis, diagnosis, prophylaxis, treatment and 
epidemiology of infectious diseases for medical defense against potential 
biological threat agents and naturally occurring infectious agents and toxins 
of military importance that require special containment. The animals listed in 
column E have all been used in some aspect of these studies. The rational and 
justification for the use of animals in each of the studies performed in 
support of the institute's mission have been closely scrutinized by the lACUC 
and the Institute's leadership. The nature of most infectious diseases and 
toxins studied at USAMRIID involves a clinical course, which includes some 


d 


S.Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 


The retardation or relief of clinical signs with pain relieving or anesthetic 
drugs result in inaccurate experimental data because these drugs interfere with 
certain clinical and immunological responses to biological agents by the test 
animal, and subsequent analysis of those responses. All studies that result in 
unalleviated pain or distress to experimental animals require scientific 
justification, in writing, explaining in detail, why the use of pain relieving 
drugs is not appropriate and how it would interfere with the scientific goals 
of the study. Each of these protocols is evaluated on a case-by-case basis by 




the lACUC. 


e.What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) 
title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


https://web01 . aphis.usda.gov/ AC/ APHISACWeb2.nsf/ AC/ APHISACWeb2.nsf^eview/2... 1 1/1 5/2004 
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UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

(APHIS) 



FY2004 APHIS Form 7023 Submission Assurance Statements and Signature Submission 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 


Reg i stration No: 


Headquarters Research Facility: 


51-F-0021 /728 


UNITED STATES ARMY MEDICAL RESEARCH 
BLDG. 1425 FT. DETRICK 
FREDERICK. MD 21702 
T: (301)619-4708 


ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, 
and tranquilizing drugs, prior to, during, and following actual research, teaching, testing, surgery, or experimentation were followed by this 
research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations 
be specified and explained by the principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A 
summary of all the exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary 
includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to 
oversee the adequacy of other aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legaiiy Responsibie Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


Signature of C.E.O. or Institutionai 
Official 


Name & Title of C.E.O. or Institutional Official 


Date Signed: 

10/19/2004 



https://web01.aphis.usda.gov/AC/APHISACWeb2.ns£'AC/APHISACWeb2.nsf7Review/8... 11/15/2004 













SUMMARY OF lACUC APPROVED EXCEPTIONS: 


Brief Description of Exception 


Species of Animal 


Number of Animal 


Deviation of sanitization procedures Nonhuman Primate 288 

as outlined in the AWA. Animals are in 

a BL3 and BL4 biocontainment area that Rabbits 246 

does not allow routine cage sanitizing 

in the cagewash facility at the required Guinea Pigs 983 

two week inteval due to safety concerns 

and logistical constraints. Cages are 

sanitized in place until it is no longer 

possible to adequately clean them by hand 

at which time they are replaced with 

mechanically sanitized cages. 



fesull in an o«der lo ccose and desisi and lo 


be subject lo penalties as provided lor in Seclion 2 1 SO. 


addiliorral inlormaliof^ liL 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. 

51-F-023 # 

FORM APPROVED 

OMB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USOA, 
include Zip Code) 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINTl 

' 11 - 50-2001 RCVD 

MPN-4, HFV-4 

Center for Veterinary Medicine 

Food and Administration 

7519 Standish Place; Rockville, MD 20855 

3. REPORTING FACILITY (List all localioos wliere animals were housed or used in actual research, lesting, teaching, or experimeniation, or held lor ihese purposes. Attach addiliorval 
sheels il necessary.) 


FACItnY LCXXATIONS (Sites) ■ 


12709 Twinbrook Parkwav; 
and Technology; HFZ-IOD; 


Office of Science J 
Rockville, MD 20871 


9 


[ REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach etluliUonal sheets ilriecessao or use APHIS FORM 7023A) 


A. 

Animals Covered 

By The Animal 

Wellare Regulations 

B. Number o( 
animals being 
bred. 

conditioned, or 
held lor use in 
leaching, lesling. 
experiments, 
research, or 
surgery bul not 
yel used tor such 
purposes. 

C Number ol 
animals upoit 
which leaching, 
research, 
experiments, or 
tests were 
corrducled 
involving no 
pain, distress, or 
use' ol paiiv 
relieving drugs. 

0. Number ul animals upun 
which experimenls, 
leaching, research, 
surgery, or tests were 
cortducted involving 
accompanying pain or 
distress lo the animals 
and lor which appropriate 
anesthetic, analgesic, or 
IranquiiUing drugs were 
used. 

E. Number ol animals upon which teachirrg. 
experinoenis, research, surgery or lests were 
conducted involving accompanyirrg pain or distress 
to the animals and lor which Ihe use ol appropriate 
anesthetic, analgesic,. or Irartquilizirvg drugs would 
have adversely alfected Ihe procedures, results, or 
interpretation ol Ihe leaching, research, 
experiments, surgery, or lesls. (An explanation ol 
the procedures producirtg pain or distress in Ihese 
animals and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D ♦ E) 

4. Doqs 






5. Cals 






6. Guinea Piqs 






7. Hamsters 






8. Rabbits 

0 

6 

0 

0 

6 

9. Non-human Primates 






10. Sheep 






1 1 . Pios 






12 . Other Farm Animats 












13. Ottier Animals 

























ASSURANCE STATEMENTS 


>) Prolessionally acceptable standards governing the care, trealineni, and use ol animals, including approriale use o< anesthetic, analgesic, and lranquili.rir>g drugs, prior lo, during, 
and loilowirrg actual research, leachirtg. testing, surgery, or experimentation were lollowed by this research locilily. YcS • 


2). Each ptiitcipal invesligalor has considered allertialives lo painlul procedures. 


Yes . 


J). This lacilily is adlietirtg to the standards and regulations uirder the Act. and it has required that exceptions lo the standards arid regulations be specilied and explained by the 
prittcipal invesligalor and approved by the Insliliilional Animal Care and Use Committee (lACUC). A summary ol all such exceptions is attached to this annual report. In 
addition to iderililyirtg llie lACUC-approved exceplioirs, this suiiirrrary irtcludes a briel explanation ol the exceptions, as well os the species and number ol animals altecled. 

Yes, no exceptions to report. 

4) The veictiiia&M fot IIms research t^ciiily jpiMopiijie lo ensure Iho provision ol oUequaie veierir^ory core oihJ to oversea ihe o<Jei)uocy ul oi^ef ospccls oi 

animal care aiid use. Y0S • 


CEUTIKICATION HY IlEADQUARTES RESEAKCll FACIMTY OKFICIAl- 
(Chief Ejtecuiivc Officer or legally Responsible Institutional Official) 

I r:erltly lhal Ihe ab<ive Hi IriN*. crnrecl. JikI complclr? <7 U S C 2143) 


iiGNATURF OF r- F rv no l•JCTlTllTlrtMAl 


ncFiriAi 


NAME & TITLE OE C.E.O. OR INSTITUTIONAL OEFICIAL (lype o/ PrmO 


^PHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88) which is obsoloie ) 
(AUG 91) 


I DATE SIGNED 

11/28/0 

J 


PART 1 - headquarters 




















This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 

51-F-0026 


CUSTOMER NO. 
12782 


Interagency Report Control No 
0180-DOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

CENTER FOR VETERINARY MEDICINE 
7500 STANDISH PLACE 
ROCKVILLE, MD 20855 
(301)827-4172 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATTONSfsrfes) 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

12-05-2001 RCVD 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


4. Dogs 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropnate 
anesthetic, analgesic, or 
tranquiiizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, researd% surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthelic,analgesic, or tranquiiizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 
D-»E) 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatmenL and use of animals, including appropriate use of anesthetic, analgesic, and tranquiiizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each prindpal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the AcL and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report In 
addition to identifying the lACUC-approved exceptions, this summary irKludes a brief explanation of the exceptiorw, as well as the species and number of animals affected. 

4 ) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 
|/| 27^3 1 



APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 






























This report is required i ' law (7 USC 2143). Failure to report according to the regulations can 
ri^su'* in an order 'o ce e and desist and to be subject to penalties as provided far in Section 215i3. ' 


See reverse side far 
additional information. 


Interagency «epon uoniroi rvo 
0180-DOA-AN 


UNIT 0 STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PU^NT HEALTH INSPECTION SERVICE 


annual report of research facility 

(TYPE OR PRINT) 


1. REGISTRATION NO. 
55-F-0001 

CUSTOMER NO. 
962 

FORM APPROVED 

0MB NO. 0579-0036 

I 2. HEADQUARTERS RESEARCH FACIUTY (Name and Ad&ess, as registered with USCA, I 

include Zip Code) 

U.S. ENVIRONMENTAL PROTECTION AGENCY 

NATIONAL HEALTH & ENVIRONMENTAL 

RESEARCH LAB (MAIL DROP 51) 

RESEARCH TRIANGLE PA. NO 27711 
(919)541-2281 


sheets if necessary.) 


See Attached Listing 


FACILITY LOCA-nONSCs/fesj 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held far use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used far such 
purposes. 

4. Dogs 

None 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-Human Primates 


10. Sheep 


11. Pigs 


12. Other Farm Animals 


13. Other Animals 


None 


None 


None 


None 


None 


None 


None 


None 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


None 


None 


1 33 


23 


None 


None 


None 


None 


0. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


None 


None 


93 


None 


None 


None 


None 


None 


None 


Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
expenmenis, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


None 


None 


None 


None 


None 


None 


None 


None 


None 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 
0 + E) 



None 

None 

None 

0 




ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropnate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible institutional official) 

I certify that the above is true, correct, and complete {7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O, OR INSTITUTIONAL OFFICIAL TNAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED 



APHIS FORM 7023 
(AUG 91) 


iplaces VS FORM 18-23 (Oct 88), which is obsolete 


//-/^ -o/ 

PART 1 - HEADQUARTERS 








































APHIS Form 7023 Site List 


T.ie folloviing sites have been reported by the facility. 


Registration Number: 55-F-0001 

Customer Number: 962 

Fadlity: U.S. ENVIRONMENTAL PROTECTION AGENCY 

NATIONAL HEALTH & ENVIRONMENTAL 
RESEARCH LAB (MAIL DROP 51) 

RESEARCH TRIANGLE PA, NC 2771 1 
(919) 541-2281 


U.S. ENVIRONMENTAL PROTECTION AGENCY 
NATIONAL HEALTH & ENVIRONMENTAL 
RESEARCH LAB (MAIL DROP 51) 

RESEARCH TRIANGLE PA, NC 27711 


This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 

Suit in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 01S0-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANir..AL AND PLANT HEALTH INSPECTION SERVICE 


See reverse side for 
additional information. 


1. REGISTRATION NO. 

CUSTOMER NO. 

55-F-0007 

955 


FORM APPROVED 
OMB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Narhe and Address, as registered with USDA. 
include Zip Code) 

SPECIAL OPP MEDICAL TRAINING BN 

BLDG 5-3845 

KEDENBURG RD 

FORT BRAGG, NC 28310-5200 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets If necessary.) 


FACILITY LOCATIONSfs/fes; 


US ARMY, ADAMS 

FORT BRAGG, NC 28310-5200 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


8. Number of 
animals being 
bred, 

conditioned, or 
held for use In 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


0. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 

D + E) 


4. Dogs 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility Is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4 ) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 



CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

11/29/2001 



APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 38), which is obsolete 


PART 1 - HEADQUARTERS 

























This report is required by law (7 DSC 2143). Failure to report according to the regulations can 
■esult in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANlL'iAL AND PLANT HEALTH INSPECTION SERVICE 


CONTINUATION SHEET FOR ANNUAL REPORT 
OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 

55-F-0007 


CUSTOMER NO. 

955 


Interagency Report Control No 
0180-DOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

SPECIAL OPP MEDICAL TRAINING BN 

BLDG 5-3845 

KEDENBURG RD 

FORT BRAGG. NC 28310-5200 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets i necessary or use this form.) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted Involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
expenments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 

D + E) 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to. during, 
and following aaual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is taie, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME a. TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

11/29/2001 



APHIS FORM 7023A 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 








This report is requiret^ by law (7 USC 2143). Failure to report according to the regulations 
can 

.IAN 0 0 attached form for 

Jnn ^ ^‘^''aBditional information 

1 

Interagency Report Control No.; 

UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 57-F-0003 

CUSTOMER NUMBER; 043 

form approved 

0 MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

DepL Clinical investigation 

Dwight David Eisenhower Amc 

Fort Gordon, GA 30905 

Telephone: (999) -999-9999 

|3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) | 


Bldg. 38705, DDEAMC FT Go r do i^acility locations ( Sites ] - See Atached Listing 




A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not ye 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals 
upon which 
experiments, teaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pain or 
distress to the animals 
and for which 
appropnate anesthetic, a 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the 
reasons such drugs were not used must be attached !o 

F. 

TOTAL NUMBER 
OF ANIMALS 

{ COLUMNS 
C+D+E) 

4. Dogs 

0 

0 

0 

0 

0 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

0 

0 

0 

0 

0 

7. Hamsters 

0 

0 

0 

0 

0 

8. Rabbits 

2 

0 

21 

0 

21 

9. Non-human Primate 

0 

0 

0 

0 

0 

10. Sheep 

0 

0 

0 

0 

0 

11. Pigs 

0 

0 

1 7 

0 

17 

12. Other Farm Animals 

0 

0 

0 

0 

0 







13. Other Animals 












* 












1 ASSURANCE STATEMENTS | 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following 
actual research, leaching, testing, surgery, or expehmentation were followed by this research facility. 


2} Each principal investigator has considered alternatives to painful procedures. 

3) This facility b adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 

investigator and approved by the Institutional Animal Care and Use Committee (lACUC}. A suidinary of all such exceptions is attached to this annual report. In addition to Identifying the 
lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the spaces and number of animals affected. 


4) The attending veterinahan for this research facility has appropnate authority to ensure the provision of adequate veterinary care and to oversee die adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 

signature of C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME a TtTLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Tvoe or Print 



APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88), which is obsolete. 

( AUG 91 ) 












































...IS lOKuii IS icMui.cu uy idw (/ ucus i i‘»o;. raiiure 10 repon accoraing to the regulations can 
result in an oroer to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


Interagency Keport (jontrol No 
0180-DOA-AN 


* UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLAfJT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. CUSTOMER NO. 

57-F-0004 947 

FORM APPROVED 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACIUTY (Name and Address, as registered with USOA, 
include Zip Code) 

CTR. FOR DISEASE CNTL. & PREV. 

1600 CLIFTON ROAD. NE MSG-28 

ATLANTA. GA 30333 
(404)639-1320 

KtHOK 1 iFHi FACiLi I Y (Ust all locations where animals were housed or used in aaual research, testing, teaching, or experimentation, or held for these purposes Attach additional 
sheets if necessary.) 


FACIUTY LOCATIONSfs/fes; 


. JNiUbii, Morgantown, WV 2F5UJ 

JPVBD, Foothills Campus, Ft. Collins ^ CO 

Clifton Road Research Animal Section ’ 


80522 


Chamblee Research 
1^4770 Buford Hwy, 


Animal 
Bg. 15; 


Section 

Chamblee, 


GA ;:3034L, 


■'Lawrenceville Research Animal Section I 


1600 Clifton Rd NE, Bg 6/15, 


Atlanta, GA 30333'’! 


602 Webb Gin House Rd, 


Lawrenceville, GA 1^0045 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additional sheets if necessary or use APHIS FORM 7023A ) | 

A. 

Antmals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use In 
teaching, testing, 
expenments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
expenments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Numper of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted Involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,an8lgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C * 

i 

Dogs 

0 

28 

0 

0 

28 

m 

Cats 

0 

0 

0 

0 

0 

6. 

Guinea Pigs 

0 

0 

758 

15 

773 

7. 

Hamsters 

13 

0 

165 

0 

165 

8. Rabbits 

9 

46 

178 

47 

111 

9. Non-Human Primates 

37 

4 

704 

55 763 

10. Sheep 

0 

0 

0 

0 

0 

11. Pigs 

0 

0 

0 

0 

0 

12. Other Farm Animals 






Cows 

0 

0 

4 

0 

4 

1 3. Other Animals 






Baboons 

2 

0 

0 


0 

0 

Chimpanzees 

0 

0 

21 


0 

21 

Ferrets ' i 

66 

82 

221 

42 

345 

ASSURANCE STATEMENTS | 


1) Professionally adceptable standards governing the care 
and following acfual research, teaching, testing, surger 

2) Each principal investigator has considered alternatives 

3) This faolity is adhering to the standards and regulatioru 
prinapal .nvesbgator and approved by the Institutional / 
addition to identifying the lACUC-approved exceptions, 

4) The attending vdtennarian for this research facility has 
aspects of animal care and use. 

treatmenL and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to. dunng. 
r, or experimentation were followed by this research facility. 

:o painful procedures. 

. under the Act and it has required that exceptions to the standards and regulations be specified and explained by the 
inimal Care arid Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

ippropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 

CERTIFIC 
(Chief E 

/4 ' , 1 certi 

ATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
xecutive Officer or Legally Responsible Institutional official) 
y that the above is taie, correct. arxJ complete (7 U.S.C. Section 2143) 

/^’NATIIPRfnF OR INSTITUTIONAL OFFICI 

( 

1 

ftL 

i 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

■ • r 

DATE SIGNED 

APWlS FORM 7023 (Replaces^ FORM I 8 - 2 / (Oa\88). which is obsolete PART 1 - HEADQUARTERS 

TAUG91) , 



































































This report ii required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to pen|altiefs as provided for in Section 2150 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


See reverse side for 
additional information. 


1. REGISTRATION NO. 

57-F-0004 


CUSTOMER NO. 

947 


Interagency Report Control No 
0180-DOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

CTR. FOR DISEASE CNTL. & PREV. 

1600 CLIFTON ROAD. NE MSG-28 
ATLANTA, GA 30333 
(404)639-1320 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use this form.) 


CONTINUATION SHEET FOR ANNUAL REPORT 
OF RESEARCH FACILITY 

(TYPE OR PRINT) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet us^ for such 
purposes. 


I lumber of 
< nimals upon 
\ (hich teaching, 
t ssearch, 

( xperiments, or 
I jsts were 
( onducted 
i ivolving no 
( aln, distress, or 
i se of pain- 
I Sieving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the.animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthelic.analgesic. or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An expianation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C 
D + E) 


Gerbils 


Goats 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, tret 
and following actual research, teaching, testing, surgery, or i 


tment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
xperimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to pa hful procedures. 


3) This facility is adhering to the standards and regulations und 
principal investigator and approved by the Institutional Animi 
addition to identifying the lACUC-approved exceptions, this ; 

4) The attending veterinarian for this research facility has apprc 
aspects of animal care and use. 


CERTIFICAT 
(Chief Exec 

, I certify th 


SIGNAtURE,OF^'C.EjD.\OR INSTITUTIONAL OFFICIAL 


er the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
I Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
ummary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

priate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 


ON BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
utive Officer or Legally Responsible Institutional official) 

!t the above is true, correct, and complete (7 U.S.C. Section 2143) 


I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Tvoe or Print) 


DATE/SIGNi 




7023A 


(Replaces \(S FORM 18-23/|biCt^, which is obsolete 


PART 1 • HEADQUARTERS 






















































November 20, 2001 


Centers for Disease Control and Prevention 
Atlanta, Georgia - Registration number 57-F-0004 

Column E explanations for USD A, APHIS form 7023; 

The research protocols on two of the ferrets (#1010) and four of the mongoose (#1 140) reported 
in column E were all part of ongoing rabies studies. Anesthetics and/or analgesics were used for 
routine veterinary procedures as needed. The animals were challenged with a live rabies virus to 
determine the efficacy of the vaccine, the virulence of the virus, or the pathophysiology of the 
disease in that species. Those which developed clinical signs of rabies were euthanized to prevent 
progression of disease past the point of confirmed diagnosis. Most animals were actually in pain 
category D, but because a few animals died acutely from the disease they were placed in category 
E. 

The 40 ferrets reported on protocol #1077 were used in studies involving H5N1 influenza viruses. 
Infection of humans with H5N1 viruses resulted in a 33% mortality rate. If the ferret is to be a 
useful model for infection with these viruses, it is important to determine if it reacts similarly when 
infected. Based on serological studies, where some unexpected deaths were observed in H5N1 
virus infected ferrets, we expect that 10 - 30% of animals may develop severe disease and/or 
death from infection of highly pathogenic avian H5 viruses. Any animals that were found in a 
moribund state (near death and are not expected to recover), were euthanized. 

Six of the primates on protocol #1186 were used in malaria studies for which the immunogenicity 
and efficacy of potential vaccines were tested using Freund’s adjuvant. 

One rabbit on protocol #1089 was used to obtain hyperimmune serum to schistosomiasis using 
Freund’s adjuvant. The serum produced will be compared to other hyperimmune serum 
produced with other adjuvants. 

Forty-six rabbits were used on protocol #1190 for the production of hyperimmune serum against 
smallpox. Four of these rabbits received Freund’s adjuvant. The remainder were inoculated with 
smallpox vaccine viruses to produce the immune serum. Because of the nature of the pox lesions 
and the Freund’s lesions, all of these animals were placed in category E. Analgesics were 
administered as necessary. 

Twenty nonhuman primates (#1188) and six nonhuman primates (#1 195) were used for safety 
studies of new smallpox vaccines being developed. Anesthetics and analgesics were used as 
necessary. None of the animals were reported with problems secondary to the studies but because 
these studies were being conducted at contract facilities and because there was a potential for 
encephalitis secondary to the studies, we placed all animals in category E. 



Twenty-three nonhuman primates were used in studies of pathogenicity of the smallpox virus. 
Appropriate anesthetics and analgesic were used for procedures diiring the study. When animals 
met the criteria for “terminally ill” (such as: progressive state of depression, recumbency, 
inappropriate responses to external stimuli, forced abdominal respiration and dyspnia) they were 
humanely euthanized. 

Eight cotton rats (#1167) and 10 pine mice (#1169) were used in pathogenic studies of Rickettsia 
rickettsii. Most of the animals in these studies did not show clinical illness and were reported in 
pain category D. However, since these animals did exhibit signs of serious disease, they were 
reported in category E. 

Fifteen guinea pigs (#1 126) were utilized to study the pathogenesis of Mycobacterium ulcerans. 
Though these animals were treated with appropriate analgesics as needed, they were placed in 
category E due to the nature of the agent and disease progression. 



This report is required by law (7 USC 2143). Failure to report according to the See below for Interagency Report Control No 

regulations can result in an order to cease and desist and to be subject to penalties additional information. 01 80-DOA-AN 

as provided for in Section 2150. _________ — 


UNITED STATES DEPARTMENT OF AGRICULTUI^ 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

Centers for Disease Control and Prevention 
Atlanta, GA; Ft. Collins, CO; Morgantown, WV 

1 CERTIFICATE NUMBER: 

57-F-0004 

CUSTOMER NUMBER: 947 

FORM APPROVED 1 

0MB NO. 0579-0036 | 

Centers for Disease Control and Prevention 

1600 Clifton Road NE 

MailstopC-17 

Atlanta, GA 30333 PEC 0 1 pn/li 

Telephone (404)639-2462 

jj Reporting Facility (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional sheets if necessary) 

FACILITY LOCATIONS (sites) - See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets If necessary or use APHIS Form 7023A) 


A. 

Animals Covered By The Animal : 
Welfare Regulations 

B. Number of animals 
being bred, 
conditioned, or held 
for use In teaching, 
testing, 
experiments, 
research, or surgery 
but not yet used for 
such purposes. 

C. Number of upon 
which teaching, 
research, 

experiments, or tests 
were conducted 
Involving no pain, 

‘ distress, or use of 
paln-relleving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, surgery, 
or tests were conducted 
Involving accompanying 
pain or distress to the 
animals and for which 
appropriate anesthetic, 
analgesic, or tranquilizing 
drugs were used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted Involving accompanying pain or 
distress to the animals and for which the use of 
appropriate anesthetic, analgesic, or 
tranquilizing drugs would have adversely 
affected the procedures, results, or 

Interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation 
of the procedures producing pain or distress In 
these animals and the reasons such drugs were 
not used must be attached to this report.) 

TOTAL No. OF 
ANIMALS 

(Cols. C + D + E) 

4. Dogs 

24 

0 

34 

0 

34 

5. Cats 

0 

0 

4 

0 

4 

6. Guinea Pigs 

0 

54 

714 

0 

768 

7. Hamsters 

57 

0 

637 

198 

835 

8. Rabbits 

22 

4 

318 

34 

356 

9. Non-Human 
Primates 

51 

0 

661 

70 

731 

10. Sheep 

0 

r 0 

0 

0 

0 

11. Pigs 

0 

0 

19 

0 

19 

12. Other Farm 



Use APHIS Form 7023A 


Animals 






13. Other Animals 







ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and 
tranquilizing drugs, prior to, during, and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified 
and explained by the principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the 
exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of 
the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the 

adequacy of other aspects of animal care and use. 

CERfinCAflO^rBYHEA^ " 

' (Chief Executive Officer or Legaliy Responsibie institutional official) 

j I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

Signature of C.E^. or Institutionai Official iName & Title of C.E.O. or Institutional Official iDate Signed: 

|1 1/30/2004 


Page 1 of 5 










This report is required by law (7 USC 2143). Failure to report according to the See below for 

regulations can result in an order to cease and desist and to be subject to penalties additional information, 

as provided for in Section 2150. 

HjniTED STATES^B^ARTMENT of agriculture [i. Registration No: 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 57-F-0004 / 947 


Interagency Report Control No 
0180-DOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2, Headquarters Research Facility (Name and Address, as registered 
with USDA, include Zip Code): 

Centers for Disease Control and Prevention 

1600 Clifton Road NE 

Mailstop C-1 7 

Atlanta, GA 30333 

Telephone (404)639-2462 


IREPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use this form.) 


Animals Covered By The 
Animal Welfare Regulations 


B. Number of animals 
being bred, 
conditioned, or held 
for use in teaching, 
tasting, experiments, 
research, or surgery 
but not yet used for 
such purposes. 


C. Number of upon 
which teaching, 
research, 

experiments, or tests 
were conducted 
involving no pain, 
distress, or use of 
paln-relleving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, surgery, 
or tests were conducted 
involving accompanying 
pain or distress to the 
animals and for which 
appropriate anesthetic, 
analgesic, or tranquilizing 
drugs were used. 


[Bat' 


jChicken 

[Chiixhilla 


jChipmunk 

jCoatir^ 

[Cow 


Degu 


jDuck 

[Ferret 


Gerbil 


Hedgehog 


Horse 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or 
distress to the animals and for which the use of 
appropriate anesthetic, analgesic, or tranquilizing 
drugs would have adversely affected the 
procedures, results, or Interpretation of the 
teaching, research, experiments, surgery, or 
tests. (An explanation of the procedures 
producing pain or distress In these animals and 
the reasons such drugs were not used must be 
attached to this report.) 


TOTAL No. OF 
ANIMALS 

(Cols. C + D + E) 




0 

25 

I 0 

42 

22 

161 

0 

49 

0 

51 



ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and 
tranquilizing drugs, prior to, during, and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified 
and explained by the principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the 
exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of 
the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the 
adequacy of other aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) I 

Signature of C.E.O. or Institutional Official |Name sTfitie of C.E 6 or institutlonaTofficial Date Signed: | 

I 11/30/20041 


Page 2 of 5 








































Shis report 21 43). Failure to report according to the See below for Interagency Report Control No 

[regulations can result in an order to cease and desist and to be subject to penalties additional information. 01 80-DOA-AN 

as provided for in Section 2150. _ _ 


UNITED STATES DEPARTMENT OF AGRrCULTLIRE 

1. Registration No: 

FORM APPROVED I 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

57-F-0004 / 947 

0MB NO. 0579-0036 | 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

2. Headquarters Research Facility (Name and Address, as registered 
with USDA, include Zip Code): 

Centers for Disease Control and Prevention 

1600 Clifton Road NE 

Mailstop C-17 

Atlanta, GA 30333 

Telephone (404)639-2462 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use This form.) 


A. 

Animals Covered By The 
Animal Welfare Regulations 

B. Number of animals 
being bred, 
conditioned, or held 
for use In teaching, 
testing, experiments, 
research, or surgery 
but not yet used for 
such purposes. 

C. Number of upon 
which teaching, 
research, 

experiments, or tests 
were conducted 
Involving no pain, 
distress, or use of 
paln-relleving drugs. 

b. Number of animals upon 
which experiments, 
teaching, research, surgery, 
or tests were conducted 
Involving accompanying 
pain or distress to the 
animals and for which 
appropriate anesthetic, 
analgesic, or tranquilizing 
drugs were used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted Involving accompanying pain or 
distress to the animals and for which the use of 
appropriate anesthetic, analgesic, or 
tranquilizing drugs would have adversely 
affected the procedures, results, or Interpretation 
of the teaching, research, experiments, surgery, 
or tests. (An explanation of the procedures 
producing pain or distress In these animals and 
the reasons such drugs were not used must be 
attached to this report.) ^ 

F. 

TOTAL No. OF 
ANIMALS 

(Cols. C + D + E) 

Jerboa 

0 

0 

3 

0 

3 

Jird 

0 

0 

40 

0 

40 

Mongoose 

0 

0 

12 

12 

24 

Brush Mouse 

0 

191 

306 

0 

497 

Cactus Mouse 

0 

2 

12 

0 

14 

Deer Mouse 

0 

2354 

3710 

0 

6064 

Dor Mouse 

0 

0 

22 

0 

22 

Northern 

Grasshopper 

Mouse 

0 

23 

36 

0 

59 

Pinon Mouse 


451 

1128 

0 

1579 

Plains Pocket 

Mouse 

0 

11 

9 

0 

20 

Pygmy Mouse 

0 , 

0 

20 

0 

20 

Rock Mouse 

0 

0 

1 

0 

1 

Silky Pocket 

Mouse 

0 

■ 

155 

’ 

0 

0 

155 

j 


ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and 
tranquilizing drugs, prior to, during, and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 


3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified i 

and explained by the principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the 1 

exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary inciudes a brief explanation of | 

the exceptions, as well as the species and number of animals affected. | 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the | 
adequacy of other aspects of animal care and use. 

i 

.1 


CERTIFICATION BY HEADQUARTERS RESEARCH FAC lUTY OFFICIAL 

(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


jSIgnature of C.E.O. or Institutional Official 


Name & Title of C.E.O. or Institutional Official 


[Date Signed; i 

I 


1 1/30/2004 j 
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[this report is requ Faiiure to report according to the See below for Interag^cy Report Control No 

[regulations can result in an order to cease and desist and to be subject to penalties additional information. 0180-DOA-AN 


as provided for in Section 2150. ,1 

UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. Registration No: 

57-F-0004 / 947 

FORM APPROVED 1 

0MB NO. 0579-0036 | 

2. Headquarters Research Facility (Name and Address, as registered 
with USDA, include Zip Code): | 

Centers for Disease Control and Prevention 

1600 Clifton Road NE 

Mailstop C-17 1 

Atlanta, GA 30333 | 

Telephone (404)639-2462 1 


REPORT OF ANIM ALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use this form.) 


A. 

Animals Covered By The 
Animal Welfare Regulations 

B. Number of animals 
being bred, 
conditioned, or held 
for use In teaching, 
testing, experiments, 
research, or surgery 
but not yet used for 
such purposes. 

C. Number of upon 
which teaching, 
research, 

experiments, or tests 
were conducted 
Involving no pain, 
distress, or use of 
paln-relleving drugs. 

. 

D. Number of animals upon 
which experiments, 
teaching, research, surgery, 
or tests were conducted 
Involving accompanying 
pain or distress to the 
animals and for which 
appropriate anesthetic, 
analgesic, or tranquilizing 
drugs were used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted Involving accompanying pain or 
distress to the animals and for which the use of 
appropriate anesthetic, analgesic, or 
tranquilizing drugs would have adversely 
affected the procedures, results, or Interpretation 
of the teaching, research, experiments, surgery, 
or tests. (An explanation of the procedures 
producing pain or distress In these animals and 
the reasons such drugs were not used must be 
attached to this report) 

F. 

TOTAL No. OF 
ANIMALS 

(Cols. C + D + E) 

Spiney Mouse 

0 



0 

5 

0 

5 

Striped Mouse 

0 

0 

3 

0 

3 

Western Harvest 
Mouse 

0 

13 

45 

0 

58 

Western Jump9ing 
Mouse 

0 

1 

0 

0 

1 

White-footed 

Mouse 

0 

912 

1534 

0 

2446 

Wyoming Pocket 
Mouse 

0 

1 

0 

0 

1 

Opossum 

0 

0 

6 

0 

6 

Desert Cottontail 
Rabbit 

0 

5 

0 

0 

■ 

5 

Raccoon 

0 

7 

21 

........... 9. ...... 

37 

Black Rat 

0 

0 

3 

0 

3 

Cotton Rat 

0 

0 

8 

0 

8 


ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and 
tranquilizing drugs, prior to, during, and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 


3) 


4) 


This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified 
and explained by the principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the 
exceptions is attached to this annuai report. In addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of 
the exceptions, as well as the species and number of animals affected. 

The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the 
adequacy of other aspects of animal care and use. 

BY HEADQUARTERS RESEARCH FACILITY^F^IAL 

(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


[Signature of C.E.O. or Institutional Official 


Name & Title of C.E.O. or Institutional Official 


Date Signed: 


11/30/2004! 

i 
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This report is required by law (7 use 2143). Faiiure to report according to the See below for Interagency Report Control No j 

regulations can result in an order to cease and desist and to be subject to penalties additional information. 01 80-DOA-AN | 

as provided for in Section 2150. . 1 

UNlf ED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. Registration No: 

57-F-0004 / 947 

FORM APPROVED jj 

0MB NO. 0579-0036 |j 

' : i 

2. Headquarters Research Facility (/Vame and Adc/ress, as registered 
with USDA, include Zip Code): 

Centers for Disease Control and Prevention 

1600 Clifton Road NE 

Mailstop C-17 

Atlanta, GA 30333 

Telephone (404)639-2462 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use this form.) 


A. 

Animals Covered By The 
Animal Welfare Regulations 

B. Number of animals 
being bred, 
conditioned, or held 
for use In teaching, 
testing, experiments, 
research, or surgery 
but not yet used for 
such purposes. 

C. Number of upon 
which teaching, 
research, 

experiments, or tests : 
were conducted 
Involving no pain, 
distress, or use of 
paln-relleving drugs. : 

D. Number of animals upon 
which experiments, 
teaching, research, surgery, 
or tests were conducted 
involving accompanying 
pain or distress to the 
animals and for which 
appropriate anesthetic, 
analgesic, or tranquilizing 
drugs were used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted Involving accompanying pain or 
distress to the animals and for which the use of 
appropriate anesthetic, analgesic, or 
tranquilizing drugs would have adversely 
affected the procedures, results, or Interpretation 
of the teaching, research, experiments, surgery, 
or tests. (An explanation of the procedures 
producing pain or distress In these animals and 
the reasons such drugs were not used must be 
attached to this report.) 

F. 

TOTAL No. OF 
ANIMALS 

(Cols. C + D + E) 

Gambian Rat 

0 

0 


7 

0 

7 

Kangaroo Rat 

0 

35 

* 

52 

0 

87 

Wood Rat 

0 

118 


394 

0 

512 

Shrew 

r ■■ 0 - 

0 


57 

0 

57 

Ground Squirrel 


33 


37 

0 

70 

Northern Flying 
Squirrel 

0 

4 

• 


1 CO 

1 CN 

0 

27 

Rock Squirrel 

0 

10 


1 

0 

11 

Rope Squirrel 

0 

0 


1 

0 

1 

Sun Squirrel 

0 

0 


4 

0 

4 

Sugar Glider 

0 

, 

^ 0 


6 

0 

6 

Vole 

0 

103 


207 

0 

310 

Wallaby 

0 

10 


0 

0 

10 


ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and of animals, including appropriate use of anesthetic, analgesic, and 
tranquilizing drugs, prior to, during, and following actual research, teachingj, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3} This facility is adhering to the standards and regulations under the Act, ancjl it has required that exceptions to the standards and regulations be specified 
and explained by the principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the 
exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of 
the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the 

adequacy of other aspects of animal care and use. i 

CERfiRCArioN byITead^^^ I 


(Chief Executive Officer or Legally Responsible Institutional official) 

I I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

Signature of C.E.O. or Institutional Official sName & Title of C.E.O. or Institutional Official 


Date Signed: 


11/30/2004! 

'! 
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Tuesday, November 30, 2004 


Centers for Disease Control and Prevention 

Atlanta, Georgia 

Registration Number; 57-F-0004 


Facility Locations (Sites) 

1. NIOSH, Morgantown, WV 26505 

2. DVBD, Foothills Campus, Ft. Collins, CO 80522 

3. Clifton Road Research Animal Section 

1600 Clifton Rd NE, Bldg 6 & 15, Atlanta, GA 30333 

4. Chamblee Research Animal Section 

4770 Buford Highway, Bldg 15, Chamblee, GA 30341 

5. Lawrenceville Research Animal Section 

602 Webb Gin House Rd., Lawrenceville, GA 30045 


CDC Atlanta, Georgia 
Registration Number: 57-F-0004 
Facility Locations - Page 1 of 1 


Tuesday, November 30, 2004 


Centers for Disease Control and Prevention 

Atlanta, Georgia 

Registration Number: 57-F-0004 


Column E Explanations for USD A, APHIS form 7023: 


HAMSTER 


- 138 hamsters. Pain Class III 
Agent: Rabies virus 

Objective: The Syrian hamster is a recognized animal model useful in the study of rabies 
post-exposure. Thus, several parameters of Mabs, including efficacy against relevant 
street strains, with or without vaccine, varying doses, and Mab combinations with 
different specificities, will be investigated in this animal model. 

Explanation of Class III Pain: It is assumed that nearly all the control animals and some 
of the treated experimental group animals will succumb to rabies. At the first definite 
sign of rabies, the animals will be euthanized. 

- 60 hamsters 

Agent: Hemorrhagic fever viruses. 

Objective; Assess whether the hemorrhagic fever arenaviruses cause disease that is 
clinically and pathologically similar to human arenanviral hemorrhagic fevers. Assess 
the phenotypic significance of the genetic differences among hemorrhagic fever virus 
species. 

Explanation of Class IH Pain: The proposed work is a pilot study. It is expected that 
some of the viral strains will be highly virulent and others will be apathogenic. It is also 
expected that severe clinical disease in the experimental animals will be peracute. All 
animals will be monitored closely by experienced personnel. Animals that develop 
severe illness or that become moribund will be euthanized immediate in order to 
minimize their suffering. 


CDC Atlanta, Georgia 
Registration Number: 57-F-0004 
Explanations - Page 1 of 4 



RABBIT 


- 6 rabbits 

Agent: Aspergillus, Fusarium, Rhizopus, Mucor spp, opportunistic molds 
Objective: Blood, urine, and bronchoalveolar lavage fluid from rabbits infected with 
species of Aspergillus, Fusaruim, Rhizopus, Mucor, or other opportunistic molds will be 
used as a source of antigens for the development of tests to diagnose opportunistic 
filamentous fungal diseases in humans. These fluids, as well as tissue specimens obtained 
at necropsy, will also be used as targets for the development of DNA probes to diagnose 
disease. Rabbits will also be used to produce polyclonal antiserum against components 
from killed fungal cells to be used in diagnostic tests 

Explanation of Class III Pain: Infection may cause pulmonary abscesses and abscesses 
in the liver and spleen. The infection period is short (less than one week) and animals are 
euthanized before infection is allowed to result in clinical signs other than fever, moist 
nose, and decreased activity. It is not feasible to administer analgesics since this could 
interfere with the necessary disease process and lessen production of test antigens by 
animals. Water and food will be administered ad libidum to reduce stress and anesthetics 
will be used prior to any inoculations or recovery of blood from the central ear artery. 

- 28 rabbits, Pain Class III 
Agent: Bacillus anthracis 

Objective: Determine efficacy of Anthrax Immune Globulin (AIG) to prevent the 
development of disease from inhalational anthrax in rabbits. The objective is to test AIG 
as a future adjunct to therapy for persons ill from inhalational anthrax. 

Explanation of Class III Pain: It is assumed that 83 percent of the AIG treated animals 
will survive and suffer no pain. It is also assumed that all of the non-treated (control) 
animals will suffer unalleviated pain or distress. Since respiratory failure may be one of 
the potential causes of death in aerosolized anthrax, analgesics and tranquilizers will not 
be used to alleviate distress as they also act as respiratory depressants that could 
potentiate the lethal effects of B. anthracis. All animal observed to be in a state of 
morbidity will be anesthetized and euthanized. 


NON-HUMAN PRIMATE 

1 174ASHMONX-A2 - 38 rhesus macaque 
Agent: Bacillus anthracis 

Objective: Conduct a vaccine dosage range study to evaluate the immunological 
response curves elicited by different concentrations of Anthrax Vaccine, Adsorbed 
(AVA) in rhesus monkeys. Evaluate various immunological parameters prior to and 
subsequent to vaccination and challenge that may retrospectively be correlated to 
appropriate surrogate markers of protection. Overall objective is to produce data to FDA 
to modify current vaccination regimen and route of injection to reduce number of 
vaccinations and reactions. 


CDC Atlanta, Georgia 
Registration Number: 57-F-0004 
Explanations - Page 2 of 4 



Explanation of Class III Pain: Since respiratory failure may be one of the potential 
causes of death in aerosolized anthrax, analgesics and tranquilizers will not be used to 
alleviate distress as they also act as respiratory depressants that could potentiate the lethal 
effects of B. anthracis. All animal observed to be in a state of morbidity will be 
anesthetized and euthanized. 

- 32 rhesus macaque 
Agent: Bacillus anthracis 

Objective: Use vaccination of rhesus monkeys with subsequent aerosol anthrax spore 
challenge to determine the relationship between immune response to Anthrax Vaccine, 
Adsorbed (AVA) and outcome after challenge. AVA is currently the only vaccine 
licensed in the USA for protection against human anthrax. This study will be used to 
determine the probability of protection from anthrax challenge for human AVA vaccines. 
Explanation of Class III Pain: It is assumed that 24 percent of the animals suffer pain or 
distress. Since respiratory failure may be one of the potential causes of death in 
aerosolized anthrax, analgesics and tranquilizers will not be used to alleviate distress as 
they also act as respiratory depressants that could potentiate the lethal effects of B. 
anthracis. All animal observed to be in a state of morbidity will be anesthetized and 
euthanized. 


BAT 


- 9 bats 

Agent: Rabies virus 

Objective: The objective of the initial study is to evaluate the effectiveness of an 
experimental rabies post-exposure protocol previously applied to the colony of captive 
bats (E. fiiscus) in providing immunity against a known lethal rabies virus challenge. 
Explanation of Class III Pain: It is assumed that all the control bats and possibly a few 
of the vaccinates will succumb to rabies; to minimize suffering, the animals will be 
sedated and euthanized at the time that compatible rabies signs are observed. 


FERRET 


- 22 ferrets 

Agent: Human, Avian, Swine influenza viruses 

Objective: To further study the differences between human, avian and swine viruses, 
especially on the spread of virus to multiple systemic organs including the brain. 
Evaluate virulence of newly isolated viruses that have the potential to infect mammals. 
All work is at BSL 3 containment level. 

Explanation of Class III Pain: 1 


CDC Atlanta, Georgia 
Registration Number: 57-F-0004 
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MONGOOSE 


- 12 mongoose 

Agent: Rabies virus 

Objective: Our objectives are to determine the basic safety, immunogenicity, potency, 
and efficacy of commercial and experimental rabies vaccines per os or in vaccine-laden 
baits. 

Explanation of Class III Pain: It is assumed that nearly all the control animals and some 
of the treated experimental group animals will succumb to rabies. Animals will be 
euthanized at the first definite sign of rabies. 


RACCOON 


- 9 raccoons 

Agent: Rabies virus 

Objective: The objective of the initial study is to evaluate the effectiveness of an 
experimental oral vaccine in providing immunity to a known lethal rabies street virus of 
raccoon origin. 

Explanation of Class III Pain: It is assumed that nearly all the control animals and some 
of the treated experimental group animals will succumb to rabies. At the first definite 
sign of rabies, the animals will be euthanized. 


CDC Atlanta, Georgia 
Registration Number: 57-F-0004 
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Tuesday, November 30, 2004 


Centers for Disease Control and Prevention 

Atlanta, Georgia 

Registration Number: 57-F-0004 


Exceptions to Regulations and Standards: 

During the reporting period, the following variance to the Animal Welfare Act was 
granted by the CDC - Atlanta Institutional Animal Care and Use Committee: 

1 . Regarding cage size for a Chimpanzee - An issue brought forth for lACUC 
consideration is that there are several chimpanzees that are larger than 50 
kilograms and need a larger volume of space than the current enclosures allow 
(not in compliance with the AWA requirements of 25.1 sq ft. for apes over 25 kg). 
The Animal Resources Branch is implementing a policy that 50 kilograms is the 
largest a chimpanzee can be before they are transferred to another facility. Dr. 
Gale Galland is requesting a variance for one year for two chimpanzees at 48kg 
and 55kg as they are getting ready to be put on a study. One is currently under 
the limit, but will be past the threshold during the course of the study. The 
committee voted as a quorum (6 in favor, 0 opposed, 1 abstain) to approved the 
variance at the March 10, 2004 lACUC meeting. The animals will be relocated 
after one year. 



CDC Atlanta, Georgia 
Registration Number: 57-F-0004 
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0 
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14 

0 
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November 28, 2000 


Centers for Disease Control and Prevention 
Atlanta, Georgia - Registration Number 57-F-0004 


Column E explanations for USDA, APHIS form 7023: 

The research protocols on 10 of the nonhuman primates (#909), 16 dogs 
(#896), 16 ferrets (#1010), 4 skunks (#968), 12 raccoons (#970), and 
188 hamsters (#912) reported in column E were all part of ongoing 
rabies studies. Anesthetics and/or analgesics were used for routine 
veterinary procedures as needed. The animals were challenged with a 
live rabies virus to determine the efficacy of the vaccine or the 
virulence of the virus. Those which developed clinical signs of 
rabies were euthanized to prevent progression of disease past the 
point of confirmed diagnosis. Most animals were actually in pain 
category D, but because a few animals died acutely from the disease 
they were placed in category E. 

Eight nonhuman primates (#974, #1112) were utilized in Ebola 
pathogenesis and DNA vaccine efficacy studies. Forty-six guinea pigs 
(#1064, #1114 ) were utilized to study the pathogenesis of Lyssavirus 
and Nipah virus. Eight nonhuman primates (#1129) were used in 
variola virus research to study pathogenicity and assess drug and 
vaccine efficacy. Due to the nature of these agents and disease 
progression, these animals were placed in category E. As disease 
progressed and animals became moribund, they are euthanized. 
Additionally, six rabbits (#1109) were used in variola virus research 
for which antibodies were developed using Freund's adjuvant. 

Eighteen nonhuman primates (#1056, #1059) were used in malaria 
studies for which the immunogenicity and efficacy of potential 
vaccines were tested using Freund' s adjuvant . 

Six rabbits (#1091) were used in fungal studies to produce antigens 
for PCR/ELISA-based diagnostic tests. Due to the short infection 
period (one week or less), animals demonstrating clinical signs were 
euthanized to prevent disease progression. One rabbit (#1089) was 
used in schistomsomiasis research for which anti-idiotypic antibodies 
were developed using Freund's adjuvant. 

Sixteen guinea pigs (#1126) were utilized to study the pathogenesis 
of Mycobacterium ulcerans. Though these animals were treated with 
appropriate analgesics as needed, they were placed in category E due 
the nature of the agent and disease progression. 



Page 2 - Column E explanations (cont'd) 

During the reporting period, one variance was granted by the Atlanta 
Animal Care and Use Committee regarding cage size. Female rabbits 
weighing about 2 kilograms were ordered for a variola antibody 
production study which was performed in the Biosafety Level (BSL) IV 
facility. The study was to last approximately 2 months and the 
concern of the investigator was that the animals could potentially 
reach the 4 kilogram weight limit for the 3.0 cage size in the BSL 
IV. The variance was granted to allow the animals to remain in these 
cages until the expected end of the study even if they exceeded the 
weight limit. 



Ut:iTED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


I aodilional information 


1. CERTIFICATE NUMBER: 57.F-0004 
CUSTOMER NUMBER: 9^7 


FORM APPROVED 
0MB NO. 0579-0036 


Centers for Disease Control and Prevention 
l&OO Clifton Rokd N.E. 

Mailstop C-17 | ^/}|/ e\ 

Atlanta, GA 30333 2 6 


Telephone: (404) 639-2462 


3. REPORTING FACILITY ( List all locations where animals were housed or used in aaual research, testing, expehmentation, or held for thejse purposes. Attach additional sheets if necessary j 


FACILITY LOCATIONS ( Sites ) • See Atached Lsting 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY f Attach addifional sheets if necessarv or use APHIS Form 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-human Primate 


1 0. Sheep 


11. Pigs 


12. Other Farm Animals 


Number of 
animals being 
bred, 

conditioned, or 
held for use in - 
teaching, 
testing, 
experiments, 
research, or 
surgery but not ye 


Number of 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


Number of animals 
upon which 
experiments, leaching, 
research, surgery, or 
tests were conducted 
involving 

accompanying pairi or 
distress to the animals 
and for which 
appropriate anesthetic, a 


E. Number of an^ls upon which leaching, 
experiments, ifesearch, surgery or tests were 
conducted involving accompanying pain or distress 
to the animats and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation pf Ihe teaching, research, experiments, 
surgery, or tests. ( An explanation of Ihe procedures 
producing pan!) or distress in these animals and the 
reasons such drugs were not used must be attached to 


6 
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iat 

43 

14 

3 



0 

low 

0 

0 

5 



0 

'erret 

65 

0 

203 



12 


TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 





2 


1118 


0 


16 


ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatmanL and use of animals, including appropriate use of anestelic, analgesic and tranquilizing drugs, prior to, during, and following 
actual research, teaching, testing, surgery, or experimentation were followed by this rssearch facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and rtgulalions under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal 
investigator and approved by the Institutional Animal Cara and Use Committee (lACUC). A summary of ill such exceptions Is attached to this annual report. In addition to identifying the 
lACUC-approved exceptions, this summary includes a brief explanation of Ihe exceptions, as welt as Ihe species and number of animals affected. 



dj The attending veterinarian for this research facility has appropriala authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 
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0 

0 

163 


0 
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Rodents & Birds) 







Gerbil 

■ 16 

0 

9 


0 

- 

9 

Goat 

I 0 

1 

3 


0 


Horse 

0 

0 

2 


0 

2 

Mongoose 

33 

0 

11 


0 

11 

Deer Mouse 

0 

0 

543 


0 

543 

Grasshopper Mouse 

0 

0 

4 


0 

4 

-HSD NIHS Mouse 

0 

0 

1474 


0 

1474 

Pine Mouse 

0 

0 

40 


0 

40 

— CFW Mouse 

0 

0 

203 


0 

203 

Various Mice 

0 

600 

1200 


0 

1800 

Prairie Dog 

0 

0 

18 


0 

00 

Blacktail Rabbit 

0 

0 

1 


0 

1 

Raccoon 

0 

0 

8 


16 

24 

Cotton Rat 

0 

0 

56 


0 

56 

Mexican Woodrat 

0 

0 

52 


0 

52 

Skunk 

0 

0 

5 


0 

5 
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Thursday, November 2 1 , 2002 


Centers for Disease Control and Prevention 
Atlanta, Georgia 

Registration Number: 57-F-0004 I 

Column E Explanations for USDA. APHIS form 7023: 

- 8 ferrets, Pain Class III -| 

Agent: Avian H9N2 viruses and pathoge|ic|H5Nl virus 

Objective: Establish a model system to bp lised to evaluate potential vaccine strategies 
for pandemic influenza. i 

Explanation of Class III Pain: Infection off ferrets with highly pathogenic H5N1 viruses 
may cause severe morbidity, including neurdlogical symptoms and occasionally, death. 
Animals are monitored daily and will be euthanized should neurological symptoms be 
observed. I 

- 4 ferrets, Pain Class HI - 

Agent: Human wild-type H3N2 virus and H5N1 virus 
’ Objective: Develop ferret model to study thd molecular basis of influenza virus 
transmission at BSL 3+ containment. | 

Explanation of Class III Pain: Infection of ferrets with highly pathogenic H5N1 viruses 
may cause severe morbidity, including neurological symptoms and occasionally, death. 
Animals are monitored daily and will be euthanized should neurological symptoms be 
observed. 

- 28 guinea pigs, Pain Clas^ IH - 

Agent: Vanous tiloviruses (4 species of Ebola virus and 1 strain of Marburg virus) 
Objective: To assess the protection induced in guinea pigs to the structural glycoprotein 
of Ebola virus (Zaire species), which contain^ insertions of various combination of 
filovirus mucin-like regions. Identify potentially important immunogens that will lead to 
a protective vaccine effective against all fomis of filovirus disease. 

Explanation of Class III Pain: Unprotected I animals (control) will likely die of a severe 
filovirus infection, but protected animals shohld show little or no disease. Since this is a 
vaccine study, animals cannot be given dnigsito relieve pain or distress without 
compromising results. i 

- 156 hamsters. Pain Class [III - 

Agent: Rabies vims | 

Objective: Investigate several post-exposure parameters of Mabs (Monoclonal 
antibodies), including efficacy against rele^'’arit street strains, with or without vaccine 
varying doses, and Mab combinations with different specificities. 

Explanation of Class III Pain: It is assumedithat nearly all the control animals and some 
of the treated experimental group animals will succumb to rabies. Animals will be 
euthanized at the first definite sign of rabie^. | 

! 

CDC Atlanta, Georgia 
Registration Number: 57-F-0004 
I Page 1 of 3 



- 24 Non-human primates. Pain Class EH - 
Agent: Plasmodium falciparum FVO and Malayan Camp strains 

Objective: Immunization trial (using tvvo forms of rMS-lp42 and three adjuvants) testing 
for 1) efficacy and immunogenicity, 2) induction of protective immunity, 3) parallel 
vaccinations, and 4) comparability of data between immunization trials in Aotus 
nancymai and clinical trial immunization in humans using the same adjuvants, schedules, 
and clinical grade cGMP antigens. 

Explanation of Class III Pain: Use of Complete Freund’s Adjuvant 

- 6 Non-human primates, Pain Class HI - 

Agent: Plasmodium falciparum Vietnajn Oak Knoll, Uganda pal Alto & Indochine I 
strains 

Objective; Validate S. B. boliviensis as an immunizations trial model equal to A. 
nancymai. Evaluate the immunogenicit]^ and efficacy of milk derived rMSP-lp42 in 
comparison to the known efficacy of this rMSP-lp42 in Aotus nancymai when 
adjuvanted with RCA in protecting against high density parasitemia from the FVO strain 
of P. falicparum. 

Explanation of Class III Pain: Use of Freund’s Adjuvant 

- 32 Non-human primates. Pain Class HI - 
Agent: Rabies Virus 

Objective: Evaluate the Immunogenicity, safety, and efficacy of different rabies 
vaccines, and purified, heat-treated ERI( 3, and varius Mabs (murine, chimeric, human, 
and recombinant) in conjunction with rabies vaccine, as a potential replacement for 
HRIG, in squirrel monkeys during vaccination against several variants of lethal street 
rabies virus. 

Explanation of Class III Pain: it is assumed that nearly all the control animals and 
possibly a few of the vaccinates will succumb to rabies. Animals will be euthanized when 
two compatible signs of rabies are observed. 

- 1 Non-human primat e, Pain Class IH - 
Agent: Uaylisascaris procyonis 

Objective: To generate large quantities of diagnostic assay reagents (sera and infected 
tissues) to study the pathological effects of infection, and describe the pattern of disease. 
Explanation of Class HI Pain: Baylisascaris procyonis cause visceral larva migrans and ■' 
cerebrospinal parasitosis in infected humans. The severity and progression of CNS 
disease depends on the number of B. procyonis larvae entering the brain. An estimated 5- 
7% of larvae will invade the brain. In humans, recognized B. procyonis infection has 
typically caused fatal disease or severe soquellae. Signs of CNS disease may appear as 
early as 2-4 weeks post infection. Typical signs in human infections include sudden 
lethargy, loss of muscle coordination, decreased head control, torticollis, ataxia, and 
nystagmus, progressing to stupor, extensor rigidity or hypotonia, coma and death. 

- 16 Raccoons, Pain Class HI - 
Agent: Rabies virus 

CDC Atlanta, Georgia 
Registration Number: 57-F-0004 

Page 2 of 3 


Objective: To evaluate the effectiveness of SAF2 in a bait, as well as the comparative 
efficacy of various experimental oral vaccines in raccoons in providing protection against 
a challenge with lethal street rabies virus of raccoon origin. 

, Explanation of Class III Pain: It is assumed that nearly all the control animals and 
possibly a few of the vaccinates will succumb to rabies. To minimize suffering, the 
animals will be euthanized at the time that definite rabies signs are observed. 


CDC Atlanta, Georgia 
Registration Number: 57-F-0004 
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This report ii required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section ; 


UNITED states DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


See reverse side for 
additional information. 


1. REGISTRATION NO. 

57-F-0004 


CUSTOMER NO. 

947 


Interagency Report Control No 
0180-DOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

CTR. FOR DISEASE CNTL. & PREV. 

1600 CLIFTON ROAD, NE MSG-28 
ATLANTA, GA 30333 
(404) 639-1320 


3. REPORTING FACILITY {List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) I 


FACILITY LOCATIONS(s/fes) 





organtowri: 




Chamblee Research Animal Section 


DVBD, Foothills Campus, Ft. Collins, CO 80522| 4770 Buford Hwy, Bg. 15, Chamblee, GA 30341 


Clifton Road Research Animal Section I 

1600 Clifton Rd NE, Bg 6/15, Atlanta, GA 3Q333 


Lawrenceville Research Animal Section 

602 Webb Gin House Rd, Lawrenceville, GA 30045 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attalph additional sheets if necessary or use APHIS FORM 7023A ) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
expenments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


Number of animals upon 
Which experiments, 
teaching, research, 
kurgery, or tests were 
ponducted involving 
Accompanying pain or 
distress to the animals 
and for which appropriate 
pnesthetic, analgesic, or 
tranquilizing drugs were 
Lised. 

j 

E. Number of animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 

0 

28 

0 

0 

28 

5. Cats 

0 

0 


0 

0 

0 

6. Guinea Pigs 

0 

0 


758 

15 

773 

7. Hamsters 

13 

0 


165 

0 

165 

8. Rabbits 

9 

46 


178 

47 

271 


9. Non-Human Primates 


10. Sheep 


11. Pigs 


12. Other Farm Animals 


Cows 


1 3. Other Animals 


aboons 




0 


0 

0 

0 


21 

0 

82 


221 

42 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or L egally Responsible Institutional official) 

I certify that the above is true, (wrrect, and complete (7 U.S.C. Section 2143) 

I NAME & Title of C.E.O. or institutional official (Tvoe or Print) I DATE SIGNf 


FORM 7023 
G91) 


(Replaci *ORM 


I), which is obsolete 
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This report ii required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 21 50. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


CONTINUATION SHEET FOR ANNUAL REPORT 
OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 
57-F-0004 


CUSTOMER NO. 
947 


Interagency Report Control No 
0180-DOA-AN 


FORM APPROVED 
OM8 NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

CTR. FOR DISEASE CNTL. & PREV. 

1600 CLIFTON ROAD, NE MSG-28 
ATLANTA. GA 30333 
(404) 639-1320 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use this form.) 


B. Number of C. Number of 

animals being animals upon 

Animals Covered bred, which teaching, 

By The Animal conditioned, or research. 

Welfare Regulations held for use in experiments, or 

teaching, testing, tests were 

experiments, conducted 

research, or involving no 

surgery but not pain, distress, or ' 

yet used for such use of pain- 

purposes. relieving drugs. 


Gerbils 15 0 


Goats 


Horse 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthelic.analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animais and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C *■ 

D + E) 



Mouse, White Foo 


Mouse, Meadow 


Mouse, pine 


Raccoon 

0 

Rat, Cotton 

14 

Skunk 

12 


24 

132 

0 

156 

0 

20 

0 

20 

0 

28 

10 

38 

12 

8 

0 

20 

24 

64 

8 

96 

0 

0 

0 

0 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. | 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions td) the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

: SIGNATURE, OF/C.EU UTIONAL OFFICIAL |l mamc a. titi p ner r' c n noliwcTmmnwAi ncciriAi rr.,oo or Print) 


IM 7023A 

) 


MAMc ». TITI p ner r* e n no iwctiti mnw ai ncciriAi rTwno 


or Print) 


DATE/SIGNI 


I ^4/ . I 

PART 1 - HEADQUARTERS 


(Repla< 3 FORM ia 


I, which is obsolete 





















































November 20, 2001 


Centers for Disease Control and Prevention 
Atlanta, Georgia - Registration number 57-F-0004 

Column E explanations for USDA, APHIS form 7023: 

The research protocols on two of the ferrets (#1010) and four of the mongoose (#1 140) reported 
in column E were all part of ongoing rabies studies. Anesthetics and/or analgesics were used for 
routine veterinary procedures as needed. The animals were challenged with a live rabies virus to 
determine the efficacy of the vaccine, the virulence of the virus, or the pathophysiology of the 
disease in that species. Those which developed clinical signs of rabies were euthanized to prevent 
progression of disease past the point of confirmed diagnosis. Most animals were actually in pain 
category D, but because a few animals died acutely from the disease they were placed in category 
E. 

The 40 ferrets reported on protocol #1077 were used in studies involving H5N1 influenza viruses. 
Infection of humans with H5N1 viruses resulted in a 33% mortality rate. If the ferret is to be a 
useful model for infection with these viruses, it is important to determine if it reacts similarly when 
infected. Based on serological studies, where some unexpected deaths were observed in H5N1 
virus infected ferrets, we expect that 10 - 30% of animals may develop severe disease and/or 
death from infection of highly pathogenic avian H5 viruses. Any animals that were found in a 
moribund state (near death and are not expected to recover), were euthanized. 

Sbc of the primates on protocol #1186 were used in malaria studies for which the immunogenicity 
and efficacy of potential vaccines were tested using Freund’s adjuvant. 

One rabbit on protocol #1089 was used to obtain hyperimmune serum to schistosomiasis using 
Freund’s adjuvant. The serum produced will be compared to other hyperimmune serum 
produced with other adjuvants. 

Forty-six rabbits were used on protocol #1190 for the production of hyperimmune serum against 
smallpox. Four of these rabbits received Freund’s adjuvant. The remainder were inoculated with 
smallpox vaccine viruses to produce the immune serum. Because of the nature of the pox lesions 
and the Freund’s lesions, all of these animals were placed in category E. Analgesics were 
administered as necessary. 

Twenty nonhuman primates (#1188) and six nonhuman primates (#1195) were used for safety 
studies of new smallpox vaccines being developed. Anesthetics and analgesics were used as 
necessary. None of the animals were reported Avith problems secondary to the studies but because 
these studies were being conducted at contract facilities and because there was a potential for 
encephalitis secondary to the studies, we placed all animals in category E. 



Twenty-three nonhuman primates were used in studies of pathogenicity of the smallpox virus. 
Appropriate anesthetics and analgesic were used for procedures during the study. When animals 
met the criteria for “terminally ill” (such as: progressive state of depression, recumbency, 
inappropriate responses to external stimuli, forced abdominal respiration and dyspnia) they were 
humanely euthanized. 

Eight cotton rats (#1 167) and 10 pine mice (#1 169) were used in pathogenic studies of Rickettsia 
rickettsii. Most of the animals in these studies did not show clinical illness and were reported in 
pain category D. However, since these animals did exhibit signs of serious disease, they were 
reported in category E. 

Fifteen guinea pigs (#1 126) were utilized to study the pathogenesis of Mycobacterium ulcerans. 
Though these animals were treated with appropriate analgesics as needed, they were placed in 
category E due to the nature of the agent and disease progression. 



. - oy law ( ! uac 2143). Failure to report according to the regulations can See reverse side for Interaoencv Rennrt m 

result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. OtaO-TO^AN ^ ^ 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 

CUSTOMER NO. 

57-F-0005 

946 


FORM APPROVED 
0MB NO. 0579-0036 


FACILITY LOCATIONSrs/tes) 


See Attached Listing 


ANNUAL REPORT OF RESEARCH FACILITY I include Zip Cotie) - ^ ^ odwitnuSDA. 

(TYPE OR PRINT) ars-usda rb russell ag.res.ctr 

, ^ ^ P.o. BOX 5677, 950 COLLEGE STA 

12-10-2001 RCVD ATHENS. GA 30613 

. _J (999) 999-9999 

3. REPORTING FACILITY (Ust all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes Attacn additional 

sheets if necessary.) 


^PORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B, Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conduaed 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


O. Number of animats upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthstic,analgesic. or tranquilizing drugs wouid 
have adversely affected the procedures, results, or 
interpretation at the teaching, research, 
expenments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must he attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C 
O-f E) 


4. Dogs 



I 


ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, dunng, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each pnncipal investigator has considered alternatives to painful procedures. 

3) This facility is adhenng to the standards and regulations under the Act, and It has required that exceptions to the standards and regulations be specified and explained by the 
phndpal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4 ) The attending vetehnahan for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional ofTiciai) 

I '-“riify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR IN ITIONAL ( IaT | NAME & TITLE OF C F O OR IMSTITtJTIONAL OFFICIAL CTune ncJ3ftnt) I DAT 



SIGNATURE OF C.E.O. OR IN 

[ ZIW Vim : ' 

(AUG 91) 


DATE SIGNED 


(RftpVacwMS Nt lOct m, obsotate 


P^RT 1 - HEADQUARTERS 





















, ThiiTeport is required by law (7 DSC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 

result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-OOA-AN 


1 UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. CUSTOMER NO. 

71-F-0002 1431 

FORM APPROVED 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

FDA/NCTR 

OFFICE OF RESEARCH SERVICES 
fAf) 3900NCTRDR 

I W r -N JEFFERSON. AR 72079 

V / \ (504)^543-7949 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, 
sheets if necessary.) 

testing, teaching, d^Bxperimentation, or held for these purposes. Attach additional 


FACILITY LOCATlONSfs/fes) 


See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
field for use In 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying p.-ain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures produdng pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 
D+E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 






7. Hamsters 






8. Rabbits 


16 



16 / 

9. Non-Human Primates 

22 

56 




10. Sheep 






1 1 . Pigs 






12. Other Farm Animals 











1 3. Other Animals 













F 






Ih 


1 




I i fi i ! 


ASSURANCE STATEMENTS 


Including appropriate (^f;ane5t]Q^,']iinayesi£ arid^tranquilizing drugs, prior to, during, 
ed by this research jaaii^ j f ^ D lUUi ' ; 


1) Professionally acceptable standards governing the care, treatment, and use of animals, 
and following actual research, teaching, testing, surgery, or experimentation were followed 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions the stand4[jifs(^d j^e^^o?js^'b,sp^c^ied4nd explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A sumrr Bry of all the exce'pti^rK ji|i^tMhed'iO'thls annual mporL In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the excSulioriS. asrweH-a^^fee-ai eciestananumbe r of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional ofTicial) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 21 43) 

SIGNA; = C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

/<f 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 



























This report is required by law (7 DSC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 

result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

72-F-0004 1385 

FORM APPROVED 

0MB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

NATL HANSEN'S DISEASE 

1770 PHYSICIANS PARK DR 

BATON ROUGE, LA 70816 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATlONSfs/fes) 


GWLHDC 

CARVILLE, LA 70894 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
uSed, 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 






7. Hamsters 






8. Rabbits 






9. Non-Human Primates 






10. Sheep 




. 


11. Pigs 






12. Other Farm Animals 

■ 





Armadillos 

50 

200 



200 

13. Other Animals 
























ASSURANCE STATEMENTS | 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

11/09/2001 


APHIS FORM 7023 (Replaces vs form 18-23 (Oct 88), which is obsolete PART 1 - HEADQUARTERS 

(AUG 91) 





APHIS Form 7023 Additional Reported Sites 


The following additional sites have been reported by the facility. The reported sites have not been verified by APHIS and 
have been provided by the facility solely for completeness of the APHIS Form 7023 Annual Reporting submission. 


Registration Number: 72-F-0004 

Customer Number; 1385 

Facility: NAT'L HANSEN'S DISEASE 

1770 PHYSICIANS PARK DR 
BATON ROUGE. LA 70816 


This is the only site housing animals: 

Laboratory Research Branch 

National Hansen's Disease Programs @ LSU-SVM 

Skip Bertman Drive 

Baton Rouge, LA 70803 

Tel: 225-578-9861 


This report is required by law (7 USC 21 43). Failure to report according to the regulations can See reverse side for Interagency Report Control No 

result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-0OA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

81-F-0002 1293 

FORM APPROVED 

0MB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 
include Zip Code) 

USDA, ARS 

ROUTE 1, BOX 2021 

MILES CITY. MT 59663 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONSfs/fes; 


FORT KEOGH LIVESTOCK 
MILES CITY, MT 59663 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D-f E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 






7. Hamsters 






8. Rabbits 






9. Non-Human Primates 






10. Sheep 






11. Pigs 






12. Other Farm Animals 






Cattle 


2368 

37 


2405 

13. Other Animals 





















I 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhenng to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identih/ing the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O, OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

12/03/2001 


APHIS FORM 7023 (Replaces vs form 18-23 (Oct 88). which is obsolete PART 1 - HEADQUARTERS 

(AUG 91) 

























This report is required by law (7 USC 2143). Failure to report according to the regulations can 
re \,ult in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FAaUTY 

(TYPE OR PRINT) 


See reverse side for 
additional information. 


Interagency Report Control No 
0180-DOA-AN 


1. REGISTRATION NO. CUSTOMER NO. 

82-F-0002 1203 

FORM APPROVED 

0MB NO. 0579^036 

1 2. HEADQUARTERS RESEARCH FACILITY (Name and Adeti^ess, as registered with USDA, \ 

1 tiKlude Zip Code) 


1 USDA, AGRIC. RES. SERV. f 

HC 62. BOX 2010 


DUBOIS. ID 83423 



sheets if necessary.) 


U. S. SHEEP EXPERIMENT STATION 
DUBOIS, ID 83423 


FACILITY LOCATIONSrsilssj 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets necessary or use APHIS FORM 7023A ) 


B. Number of 
animals being 

Animals Covered bred, 

By The Animal conditioned, or 

Welfare Regulations held for use in 

teaching, testing, 
experiments, 
research, or 
surgery but not 
yet us^ for such 
purposes. 


4. Dogs 


C. Number of 

D. Number of animals upon 

E. Number of ar^imals upon which teaching, 

F. 

animals upon 

which experiments. 

experiments, research, surgery or tests were 


which teaching. 

teaching, research. 

conducted involving accompanying pain or distress 

TOTAL NO. 

research. 

surgery, or tests were 

to the animals and for which the use of appropriate 

OF ANIMALS 

experiments, or 

conducted involving 

anesthetic, analgesic, or tranquilizing drugs would 


tests were 

accompanying pain or 

have adversely affected the procedures, results, or 

(Cols. C * 

conducted 

distress to the animals 

interpretation of the teaching, research. 

D-f E) 

involving no 

and for which appropriate 

experiments, surgery, or tests. (An explartation of 

pain, distress, or 

anesthetic, analgesic, or 

the procedures producing pain or distress In these 


use of pain- 

tranquilizing drugs were 

animals and tire reasons such drugs were not used 


relieving drugs. 

used. 

must be attached to this report) 





ASSURANCE STATEMENTS 


1) Professionally acc^table standards governing the care, treatmenL and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were Wlowed by this research facility. 

2) Fach prindpei investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report In 
addition to identifying the lACUOapproved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals Reeled. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct and complete? U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 


APHIS FORM 7023 
(AUG 91) 


(Replacee VS FORM 18-23 (Oct 88), which it obsolete 


DATE SIGNED 

09/30/2003 


PART 1 - HEADQUARTERS 





























APHIS Form 7023 Column E Explanation 


This form is intended as an aid to completing the APHIS Form 7023 Column E explanation. It is not an official form and its 
use Is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be undemtood by lay persons as well as scientists. 


1 . Registration Number: 82-F-0002 

2/3. Species (common name) & Number of animals used in this study: 
Sheep (38) 


4. Explain the procedure producing pain and/or distress. 

Restraint stress was used to determine whether rams with different libido classifications responded differently to 
adrenal-cortical activation. Restraint stress, compared with minimal sbress, was imposed on high libido, low libido, and 
asexual rams in a 2 x 3 factorial experiment: stress and ram classification were main effects. To induce restraint stress, 
rams were haltered in separate pens and laid on their side with legs tied for 1 h. The front and hind legs were tied 
separately with only enough rope tension to prevent the rams from injuring themselves when they struggled. For minimal 
stress (as opposed to restraint stress), rams were haltered, tethered, and left in their home pens. Jugular blood was 
collected at various time point and was subsequently analyzed cortisol and testosterone. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

Due to the objective of the trial, "detemiine the effect of stress on corticoids and testosterone in mature rams with no 
libido, low libido and high libido”, some degree of stress was required in order to induce a potential alteration in stress and 
reproductive hormone profiles. Following the stressor periods, rams were immediately returned to a non-stress 
environment (e.g., free movement, social interaction). No attempts were made to relieve targeted and preplanned 
stressor treatments; this would only negate the treatment effect being tested. However, immediate relief from 
non-planned stressors (e.g., thrashing about) was administered when required. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


Agency: 


CFR: 



1 . Registration Number: 82-F-0002 / 1203 
2/3. Species (common name) & Number of animals used in this study: 
Sheep (38) 


4. Explain the procedure producing pain and/or distress. 

Restraint stress was used to determine whether rams with different iibido classifications responded differently to 
adrenal-cortical activation. Restraint stress, compared with minimal stress, was imposed on high libido, low libido, and 
asexual rams in a 2 x 3 factorial experiment: stress and ram classification were main effects. To induce restraint stress, 
rams were haltered in separate pens and laid on their side with legs tied for 1 h. The front and hind legs were tied 
separately with only enough rope tension to prevent the rams from injuring themselves when they struggled. For minimal 
stress (as opposed to restraint stress), rams were haltered, tethered, and left in their home pens. Jugular blood was 
collected at various time point and was subsequently analyzed cortisol and testosterone. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

Due to the objective of the trial, "determine the effect of stress on corticoids and testosterone in mature rams with no 
libido, low libido and high libido", some degree of stress was required in order to induce a potential alteration in stress and 
reproductive hormone profiles. Following the stressor periods, rams were immediately returned to a non-stress 
environment (e.g.. free movement, social interaction). No attempts were made to relieve targeted and preplanned 
stressor treatments; this would only negate the treatment effect being tested. However, immediate relief from 
non-planned stressors (e.g., thrashing about) was administered when required. 

I 6. What, if any. federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g., APHIS, 9 CFR 1 13.1 02): 

Agency: CFR: 


j Approval Status: 

; Approved/Disapproved By: 
i Date; 

^ Disapproved Reason: 
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This repcrt is required by law (? USC 21 43) FaHure to report according to the regulations can 
result in an order to cease and desist and to be subject io penalties as provided lor in Section 21 50 
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1. REGISTRATION NO . 




84-F-0001 


FOr^M APPROVED 
OWB NO. 0575-0036 


2. HEADQUARTERS RESEARCH r ACJLHY (K^^TDe and Address. iS registered with USDA 
include Zip Code) 

USDA , APHIS , WS , NW.RC 
4101 LAPORTE AVE , 

FT. COLLINS, CO 80521 


3. RSPORTINC FACILITY (Ltsl all locations where animals were housed or used in actual research, testing, leaching, or experimentalioiyy^held for these purposes. Ar^ach additional 
sheets If necessary.) ' 


ori^r held for Ihi 


FACIUTVLOCATIONS (Shes) 


I REPORT OF animals used BT OR UNDER CONTROL Or RESEARCH FAgUTV (Attash addHional sheets If nesetsary or u^e APHIS FORM 7023A) 


A. 

Animals Covered 

By The Anima 

Welfare Regulations 

1 3 .Number of 

I ar^imals being 
bred, 

conditioned, or 
held for use fn 
leaching, testing, 
experiments, 
research, pr 
surgery but hot 
yet usftd for sveh 
purposes 

1 C. Number of 

1 animals upon 

1 which leeching, 

research, 
experiments, or 
tests were 

conducted 
involving no 
pain, disiress. oi 
use of pain- 
relieving drugs. 

1 D. Number of animals upon 

1 which expcrimenls, 

leficrf^lng, rosesreh. 

1 surgery, or tests were 

conducted inN/olving 
accompanying pain or 
distress \o the arsmals 

and for which appropriate 
ancsthelle, analgesic, or 
iranquilizlng diugs were 
used 

I £, Number of animals upon which leaching 
experlmems, research, surgery, ortests were 
conducted involving accompanying pain or distress 
to Ihe animals and IcrxA'hich the use of appropnaie 
ar»esthetjc. analgesic, or iranquilizlng drugs would 
have adversely affected the procedures, results, or 
interpretation of Ihe teaching, research, 
expenments, surgery, ortests. exp/ane/ion of • 

rhe proGodunts producitiff poin or distress in Those 
9nim»is and The reasons screh drugs were nor used 
must be BTtosh^d to Vvs report) 

totalno 

OF animals 

(Ools. C - 
DAE) 

4. Dogs 






5. Cats 

. 





6. Guinea Pigs 






7. Hamsters 






8. Rabbits 

24 

34 

0 

0 

34 

9. Non-human Primates • | 






10. Sheep 

1 





11., Pigs 






12. Other Farm Animals 


■ 




Goats 

21 

• 23 

0 

SI 

■ 23 

13 Other Animals 






Coyotes 

28 

77 

16 I 

35 

1 28 

Norway Rats 

0 

7 

0 

0 

7 

Deer Mice 

1 8 

■ 24 

0 

0 

24 


ASSURANCE statements 


1) Prpfessionallyacceptable standards governing the care, treatment, and use of animals includirig appropriate of anesthetic, analgesic, Br>d tranquHrang drugs, phorto. Ourirtg 
and following actual research, leaching, testing, surgery, or e^erimemation vn^ere followed by this research facinly 


2) :£ach principal investigator has considered aUernatrves to painful procedures. 


3) This is adherirtg .to the standards and regulations under.the Act, and it has required that exceptions to tt>e standards and regulations be specined and explained by the 

phncipal investigator and approved by the Institutional Animal Care and Ust Committee (lACUC). A summary ef all such exceptions is attac.hed lo this annual repoi-Lln 
additipr^ to identifying the lACUC-’approved exeepiions, this surnmary insiudes a brief explanation Qf the exceptions, as well as species ar>d number oT animals affected. 


The attending veterinarianforthis research facility has appropriate authority lo ensure the previsior) of adequate veterinary care and to oversee the adequacy of other espects of 
animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILFTY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Officiaf) 

1 esrtify thaf ihe above is trvs, correct, and complete (7 U.S.C. Seefion 2143). 


signature OF CEO OR INSTITUTIONAL OFFICIAL 


NAME & TITLE OF CEO OR INSTITUTIONAL OFFICIAL fType or Print) 


DATE SIGNED 
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I nis reportis required by law (7 USC 21-<3) Failure to report according to the regulations can 
result io an orderto cease and desist and to be subject lo penalties as provided for in Section .2150 


Set reverse side for 
additional information 


interagency Report Control No 
O'.80-DOA-AN 


L REGISTRATION NO. 

84-F-0001 


FORM ARPROV5D 

OME NO. 0579-0036 

2. HEADQUARTERS RESEARCH ."AClLtTY (Name and Address, as registered with L'SDA 
include Zip Code) 

USDA, APHIS, WS^NWRC /). 

41 0'1 LAPORTE AVE . 



• FT. COLLINS, CO • 80521 

1 . , ■ 


% - N:. 


UNrTHD STA7SS DEPARTMENT OF aSRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


CONTINUATION SHEET FOR ANNUAL REPORl 
OF RESEARCH FACILITY 
(TYPE OR PRINT) 


R£?ORT OF ANIMALS USED 3Y OR UNDeR CONTROL Or RESEARCH rACIUTV (Attach addilional sheets if necessary or use ARH!S FORM 7023A) 


A. 

Animals Cohered 

By The Anima 
\Aielfare Regulations 

12. i/OR 13. Other 
(Ust by species) 

3 -Number of 
animals being 

bred, 

conditioned, or 
held for use in 
leaching, testing, 
experiments, 
research, or 
"" surgery but not 
yet used for such 
purposes 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 

conducted 
involving no 
pain, distress, oi 
use of pain« 
renevtng drugs. 

D. Number ofanimais upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthefic, analgesic, or 
tranquHtting drugs were , 
used j 

£. Number of animals upon whi^ tea^ng . 
experiments, research, surgery, oriesu were 
conducted Involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranqurlicing drugs would 
have adversely affected the procedurei, results, or 
interpretation of the teaching, research, 
experiments, surgery, ortesLs. (An exp7»naf/on of 
the procedures producinp pain or distrasa in those 
mnimmts »r>d the reasons such drugs *^are not used 
must be attached to this report) 

total NO 

OF ANIMALS 

(Cols. C - 

D+E) 

Ground Souirrels 

1 

1 0 

30 

0 

0 

i in 1 

Fox Squirrels 

O' 

1 3 

0 

0 

13 

Skunks 

0 

33 

0 

0 

33 . 

Raccoons 

1 0 

67 

0 

0 

67 

Mountain Beaver • 

19 

32 

0 

5 

37 

Stream Beaver 

- 1 9 

22 

0 

0 

22 

White Tail Deer 

1 3 ' 

15 

0 

0 

• 15 

Black Tail Deer 

90 

57 

0 

0 

57 

Voles 

60 

1 

! 0 

0 

0 

0 

Porcupine 

3 

■ 0 

0 • 

0 

0 

Pocket Gophers 

5 

0 

0 

0 1 

0 

Mongoose ! 

0 ■ 

6 

0 

0 

6 







1 






' 


1 























ASSURANCE STATEMENTS 


1) Professionallyacceptdble stanearps governing Ihs care, treatment, and use of animais'cnciuding appropriate use of anesthetic, analgesic. 8r>d tranquillsing drugs, prior lo. during 
and foliovving actual research, leaching, testing, surgery, or experimentation were followed by this research faclilty. 

2) Each prm'cipai investigator has considered alternatives to painful procedures. 

3) This faotTi^is adhering to the standards and regulations under the Act, and >t has required that exceptions lo the standards and regulations be specified and explained by the 
prir^pal invesligatpr and approved by the lnstilu(ior>al Avnlmaf Care and Use Committee (IaCUC). A summary of all such exceptions is attached lo this annual report, in 
addition to identifying the lACUC-approved exceptions, ti^s summary includes a brief expianalion of the exceptions, as well as the species and number of anin%als affected. 


A) The attending veterinarian forthss research faeinty has appropriaie authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspect of 
animal care and use. 


CERTIrICATJON 3Y HEADQl 
(Chief Executive Officer or 

1 csriify that {he above is irue 

JARTERS RESEARCH FACILITY OFFICIAL 
.egeily Responsible Institutional Official) 

, correct, and complete (7 U.S.C. Section 2143). 

signature of CEO OR INSTITUTIONAL OFFiaAL 

NAME & TrTLH OF CEO OR INSTITUTIONAL OFFICIAL (7>pe or Print) 

Date sign=d 


APrJIS FORM 7023 A 
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Column E Explanation 


1. Registration Number: 

2. Number of animals used in this study: 35 

3. Species (common name) of animals used in study: Canis latrans (coyote) 

4. Explain procedure producing pain and/or distress: 

Animals were fed or gavaged with suspensions containing mixtures of caffeine and 
theobromine to evaluate the potential of these substances as selective predacides. 

Dose vs. Response (percent mortality) curves for thr$e mixtures (13:1 (theo:caf), 5:1 
(theo:caf), 100% theo) are being constructed from the toxicity testing data. 

5. Provide justification why pain or distress could not be relieved. State method or 
means used to determine that pain and/or distress relief would interfere with test results. 


QA-1064 “Development of a Natural, Safe and Effective Plant Based Predator Toxicant” 
was designed to evaluate the potential of methyixanthines (theobromine, caffeine) as a 
selective predator toxicant. With experimental toxicants, it is difficult to predict pain or 
distress experienced by the animals dosed. Administration of other substances 
(analgesics, etc.) prior to symptoms of intoxication might confound the pharmacological 
action of the methyxanthine test substances and lead to erroneous conclusions and 
ideally would be avoided until necessary. Although listed as a Category E study, the 
protocol permitted the attending veterinarian to administer analgesics, anesthetics 
and/or euthanasia in instances where the animals were determined to be in pain or 
distress. 

6. What, if any federal regulations require this procedure? 

Agency: none CFR: none 



Column E explanation for Q A 1118 


Registration Number: 84-F-OOOl 

Number of animals used: 5 

Species (common name): Mountain Beaver 

Several attempts have been made to reduce damage by decreasing mountain beaver (Aplodontia 
rufa) populations through the use of conibear-traps. This type of lethal control is becoming politically less 
popular, as indicated by the passage of Initiative 713 in 2000 (RCW 77.15 section 3) which harmed the 
use of all body gripping traps in the state of Washington. Tlierefore, alternative tools to conibear traps for 
reducing mountain beaver populations may be desirable. At present there are no toxicant registered for 
use to control mountain beaver. A previous study i i showed that chlorophacinone was the only 

underground bait that was 1 00% effective and readily consumed by mountain beaver. LiphaTech 
currently holds a chlorophacinone label in the form of paraffmized pellets. These pellets are delivered in 
bags to prevent weather damage. Another recent study | | conducted in the Olympia Field 

Station habitat pens, showed that mountain beaver cached bags. Using LiphaTech ’s delivery system 
miglit reduce primary hazards as mountain beaver can cache baits inside their nests. 

Ten mountain beaver served as subjects. Animals were given a minimum of 2-4 weeks to adapt 
to pen and burrow system. After adaptation period was over, the bait was placed in a trash can (76 1) in 
each of the pens. Each container has a 10cm diameter hole at the bottom to allow access and to mimic the 
rodent’s natural burrow system. Five of the animals received a 12 oz bag of 0.005% chlorophacinone, 
while the other 5 animals were used as control and given no bait only bags with plain oats. Bait 
formulation for each treatment was presented as paraffinized pellets. The status of animals was 
monitored at 2-hour intervals for the first 6 hours, then again every 24 hour for the next 28 days. As 
administering sedatives or analgesics could affect the toxicity of the chlorophacinone baits, no drugs were 
administered until acute toxicity was imminent. Animals were frequently monitored to minimize any 
potential suffering until the completion of the study. Any animal that demonstrated severe symptoms 
(e.g., convulsions, comatose) of poisoning were euthanatized immediately. 

This is a preliminary study to determine if the LiphaTech product might be applicable to a field 
application. EPA regulations require that for final registration of a product that 70% efficacy with death 
as an end point be demonstrated. Since this data will support registration we therefore followed EPA 
regulations with a few modifications to account for a different species (John A. Macan, Standard rat 
anticoagulant place pack dry bait laboratory methods. Guideline # 1 .217). 
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Locations where animals in this report were used and/or housed: 

USDA, APHIS, WS, NWRC 
4101 LaPorte Avenue 
Fort Collins, CO 80521 

USDA, APHIS, WS, NWRC I 

Olympia Field Station 
9730-B Lathrop Industrial Drive SW 
Olympia, WA 98512 

USDA, APHIS, WS, NWRC 
Logan Field Station 
4200 S 600 E 
Cache County Road 
Millville, UT 84326 

USDA, APHIS, WS, NWRC 
Hawaii Field Station 
PO Box 10880 
Hilo, HI 96721 
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This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 

result in an order to cease and desist and to be subject to penalties as provided for in Section 21 50. additional information. 01 80-0OA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

84-F-0001 1209 

FORM APPROVED 

OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

USDA, APHIS, WS, NWRC 

4101 LA PORTE AVENUE 

FORT COLLINS, CO 80521 
(970) 266-6000 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATlONSfs/fesj 


See Attached Listing 

X 




REPORT OF ANI MALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests we.'e 
conducted 
involving no 
pain, distress, or 
use of pain- 
reiieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
acccmpanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use. of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, resuits, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cois. C + 

D + E) 

4. Dogs 






5, Cats 






6. Guinea Pigs 






7. Hamsters 






8. Rabbits 



32 


32 

9. Non-Human Primates 






to. Sheep 






11. Pigs 






12. Other Farm Animals 












13. Other Animals 






Norway Rats 



HHHiD 


— 1 

Coyote.'; 

73 

CO 

_ 48 

ibhhhhhi 

■n 

Pocket gophers 


8 1 



96 

ASSURANCE STATEMENTS j 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, ciior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

///z’z/o/ 
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This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 
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UNITED STATES DEPARTMENT OF AGRICULTURE 
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FORM'APPROVED 
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2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

USDA, APHIS, WS, NWRC 
4101 LA PORTE AVENUE 
FORT COLLINS, CO 80521 
(970) 266-6000 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use this form.) 


CONTINUATION SHEET FOR ANNUAL REPORT 
OF RESEARCH FACILITY 

(TYPE OR PRINT) 


I 

B. Number of 
animals being 

C. Number of 
animals upon 

D. Number of animals upon 
which experiments, 

E. Number of animals upon which teaching, 
experiments, research, surgery or teits were 

F. 

Animals Covered 

bred, 

which teaching, 

leaching, research. 

conducted involving accompanying pain or distress 

TOTAL NO. 

By The Animal 

Welfare Regulations 

conditioned, or i 

held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

to the animals and for which the use of appropriate 
anesthetic.analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

OF ANIMALS 

(Cols. C + 

D+ E) 


Field mice 


Rl ACK-TAILED DEE 

:r 29 



1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teachirrg, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of ail the exceptions is attached to this annual report In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 


DATE SIGNED 

///pzj)/ 



APHIS FORM 7023A 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 
















1 


Subject: Explanation for Animals Listed in Column E. 

Registration No. 84-F-OOOl 


Pocket Gophers (88) 

This study permitted observations and measures of activities (predation, secondary 
poisoning) that occur naturally or which may occur post an operational baiting program. 
Weasels naturally prey on pocket gophers and may be subject to secondary hazards posed 
by strychnine baiting implemented to reduce pocket gopher populations. The only 
possible means to determine whether strychnine poisoned pocket gophers pose a 
secondary hazard to weasels is to observe weasel interactions with strychnine poisoned 
pocket gophers. Specifically, whether weasels will kill and subsequently ingest pocket 
gophers that are behaviorally and physiologically impaired due to strychnine toxicosis. 

Three test regimes were used during the study: 1) weasel response when they encounter 
non strychnine poisoned pocket gophers; 2) weasel response when they encounter 
gophers that have been poisoned with strychnine; and 3) weasel response to 5 and 10 day 
old carcasses of pocket gophers that died from strychnine poisoning. Pocket gophers died 
from strychnine treatments. Interactions between predators and prey species were likely 
to induce pain and were fatal to the prey. 



This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 
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DEPT. OF BIOLOGY 
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3. REPORTING FACILITY {List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONSfs/fes; 


U. S. AIRFORCE ACADEMY 
AIRFORCE ACADEMY, CO 80840-5000 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A } I 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

0. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquiiizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquiiizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

0 + E) 

4. Dogs 






5. Cats 






3. Guinea Pigs 






7. Hamsters 






3. Rabbits 






9. Non-Human Primates 






10. Sheep 






11. Pigs 

■ 






12, Other Farm Animals 






chickens 


12 



12 

13. Other Animals 






meadow voles 


41 



41 













ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquiiizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by tne 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

11/29/2001 


APHIS FORM 7023 (Replaces vs form 18-23 (Oct 88), which is obsolete PART 1 - HEADQUARTERS 

(AUG 91) 

























This report is required by law (7 USC 2143). Failure to report according to the regulations can 
reswit in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


Interagency Report Control No 
0180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

87-F-0001 1210 

FORM APPROVED 

OM8 NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

USDA-ARS-POISIONOUS PLANT RESEARCH LAB 

1150 EAST 1400 NORTH 

LOGAN, UT 84321 
(801)752-2941 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 

FACILITY LOCATIONSfs/fes; 

See Attached Listing ppf^L 

1150 EAST 1400 NORTH 

USDA ARS PPRL 

8462 N. HWY 91 

LOGAN UT 84341 

RICHMOND UT 84333 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and (he reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

. D + E) 

4. Dogs 






5. Cats 


2 



2 

6. Guinea Pigs 






7. Hamsters 


90 



90 

3. Rabbits 



-- 



9. Non-Human Primiates 






10. Sheep 






11. Pigs 






12. Other Farm Animals 












13. Other Animals ( Deer ) 


10 



10 
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ASSURANCE STATEMENTS l; " y \ ■ j 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing dmgs, prion to..durii;ig, 


i ! 


ng dn 

(JC‘ 


and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. | i 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulationsi be specified and.explained by the- 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this'annual report.. In. 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of anirflalS.affecte'd.V [ 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


j'J> 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

If EOF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

9/26/01 


FORM 7C 
IG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 






















UNITED states OePAirrMEKT Of AGfuCUtlUftfi 
ANIMAL AND i»LAHT HEALTH IM 3 PCCT 10 N SERVICE 


u.i^irtcd loi' i(. 2l5U 




.:.](i::><ir^«ji uWocnjugn 


■ 


FORM APPROVED 
OM8NO, £>£70.00:S 


2. HCADOUAilTEfiS RESEARCH PaCUATY (Njin^ ^Od ASdfi^iS. 4i ^.;it USDA. 

■ includd S0 Calw I ^ *7 

USDA, Agricultural Research Servic 
920 Valley Road 
Reno, NV 89512 


ANNUAL REPORT OF RESEARCH FACJUTY 
(TyPE OR PRINT) 


lliaiR3SISI 


3. REPORTING EACM-ITY (LisI a« locations wfwjr*; amtnafa wwc ooused o« used in uttiiOl feaea/cft. laSliaC, liiicrjiAg. e<M<«ive<>iatign. ot I'CkJ lor ilvcrai pufposes. Alliich jcl<j<tion.irt 
SAeeli ■< KCesWY ) 


FACIUTV UOCATIOMS I'S/fAiJ 


920 Valley Rd . ; Reno, NV 89512 



StPOftT OP ANIMALS USED BY OR UNDER CONTROL OP RESEARCH fAClLfTf fAfticn ti tm:cf,srir, or use A?HIS T&2SM 


Hijinotir ijt ■^njinmn ijtJtui 
vaieA *xpafinw-Rts, 
lAACnmg, reseutCll. 

su'Cety, <x ies<s 
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Nuinoer ul AainiLlS uliun ucrucA teoPniru^ 
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pn^sl.aenc. amii^csie, or trarrguiliaiovj dcvigp would 
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iofeforiHatioo Ot it>9 (esciwiQ, 'eseoccti. 
<>Kp<wiin«nlii, SM^ry, or itACs. {'An, kCA/AnACAor? N 
tno Oroc‘f0ijr9t oroatlCiiiQ Or in 

acTcme/i and fTw ceuBOna aucA tSrugo were noC ujod 

n\utt Pe sNAcPod to this rsportf. 


T0TA^. MO. 
OP ANIMAL 


!Cois. C 
0 ^ £) 




Kangaroo mice 


Pocket mice 


SSURAAJCH STATEM5WTS ! 2 2^ 


t; .^.roUitii>‘Jhy ;iC"Cpi‘aWft QOi/cfr<tf>Q jaci trse* Of of JiHJiiUictK:. 3(?c! !rAnc*ui(ijfin^ p<'Ot K>. du/ir.o. 
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jruinof aac uso. 


CEliTinCA'nON BV HKAnQUAK'l'KS RKSfiAHCH KACfUTY OKKlClAL 
(Chief Executive Officliroc (-CKiilly Itcsponaibic lnsLiUiUo«al Official) 
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This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in ah order to cease and desist and to be subject to penalties as provided for in Section 2150, 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 

91-F-0001 


CUSTOMER NO. 

1207 


Interagency Report Control No 
0180-D0A-AN 


FORM APPROVED 
0MB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

NATIONAL MARINE MAMMALS LABS. 

7600 SAND PTWAY, NOAA BLDG. 32 
SEATTLE, WA 98115 
(206) 526-4048 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use this form.) 


CONTINUATION SHEET FOR ANNUAL REPORT 
OF RESEARCH FACILITY 

(TYPE OR PRINT) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 




D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


aO IvoKii-o-J-J^ 


Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 






TOTAL NO. 
OF ANIMALS 

(Cols, C + 
D+ E) 




s6 





\s-1 


' d , ^7 





ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and compiete (7 U.S.C. Section 2143) 


SIGNATURE OF G F n OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATI 


DATE SIGNED 




APHIS FORM 7023A 
(AUG 91) 


3-23 (Oct 88), which is ot 


PART 1 - HEADQUARTERS 
















FACILITY LOCATIONS 


The reported animals were captured and restrained for various tagging or instrumentation studies 
and health monitoring studies in various remote field locations including: eastern Aleutian Islands, 
Alaska; western Gulf of Alaska, San Miguel Island, California; Puget Sound, Washington; Cook 
Inlet, Alaska; Rogue Reef, Oregon 


COLUMN “D” & “E” EXPLANATION 

Registration Number; 91-FOOOl 
Customer Number 1207 

During the reporting period, the National Marine Mammal Laboratory used hot branding to make 
individual markings on 566 California sea lions, 50 harbor seals and 462 Steller sea lions. This 
procedure is accompanied by minor pain and distress which is in some cases addressed with 
drugs. 

Using current methodology, the hot branding procedure takes 1 to 2 minutes. The time and 
condition of restraint for weighing, measuring, tagging and sampling are as follows: 

Steller sea lions are restrained with gas anesthesia, with holding time of up to 15 minutes for 
animals which are blood sampled as part of health screening (approximately 20 % of animals 
handled) and for the remaining 80% of animals handling times are about 5 minutes with branding 
taking about 1 minute. 

California sea lion pups are handled with physical restraint, holding time is about 5 minutes for 
each animal, with branding requiring about 1 minute. California sea lion adult males are held 
with physical restraint using a squeeze cage for sampling and branding. 'Holding time is 
approximately 10 minutes per animal, with branding taking about 1 minute. 

Harbor seals are physical restrained with handling times of about 5 minutes for each animal, and 
branding takes an average of 1 minute. 
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This report is required by law (7 DSC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


Sea reverse side for 
additional information. 


Interagency Report Control No 
0180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
. ANIMAL AND PU^NT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

('TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

91-F-0001 1207 

FORM APPROVED 

0MB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

NATIONAL MARINE MAMMALS LABS. 

7600 SAND PT WAY. NOAA BLDG. 32 

SEATTLE, WA 98115 
(206) 526-4048 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONS^s/fes; 


See Attached Listing . 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
brad, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgqsic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 






7. Hamsters 






8. Rabbits 






9. Non-Human Primates 






10. Sheep 






11. Pigs 






1 2. Other Farm Animals 












13. Other Animals 
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ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OFILE.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 


APHIS FORM 7023 i obsolete/^ y , ' PART 1 - HEADQUARTERS 

(AUG 91) 



^njsbA, ms. RMC, AC 



This report is required by law (7 DSC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 

result in an order to cease and desist and to bo subject to penalties as provided for in Section 2150. additional information. 0180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

91-F-0002 1212 

FORM APPROVED 

OM8 NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
indude Zip Code) 

DEPT. OF CLINICAL INVESTIGATIONS 

COMMANDER, MADIGAN ARMY MEDICAL CTR. 
DEPARTMENT OF CLINICAL INVESTIGATION 

TACOMA, WA 98431 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONSfs/fes; 


DEPT. OF CLINICAL INVESTIGATIONS 
TACOMA, WA 98431 


REPORT OF ANIMALS USED BY OR UNDER CONTROL C 

F RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain-, 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetio, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analgesic, or tranquilizing drugs would 
have adversely affeoted the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO, 

OF ANIMALS 

(Cols. C + 

D+ E) 

4. Dogs 






5. Cats 






S. Guinea Pigs 






7. Hamsters 






3. Rabbits 



5 


5 

9. Non-Human Primates 






10. Sheep 






11. Pigs 



6 


6 

12. Other Farm Animals 






Goat 



25 


25 

13. Other Animals 






Ferret 



9 


9 

Rat 



42 


42 

Mouse 



31 


31 

ASSURANCE STATEMENTS j 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animats affected. 


4) The attending veterinarian for this research facility has appropriate authority to ehsure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

11/21/2001 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 



































resuu in an order to cease ana oesist ana to Oe subject to penalties as provided for in Section 2150. 


additional information. 
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UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

< ' 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

91-F-0007 1213 

'-f 

FORM APPROVED 

0MB NO. 0579-0036 



2. HEADQUARTERS RESEARCH FACILITY {Name and Address, as registered with USDA 
include Zip Code) 

USDA/ARS/ANIMAL DISEASE RESEARCH UNIT 

337 BUSTAD HALL 

WASHINGTON STATE UNIVERSITY 

PULLMAN, WA 99164 
(509) 335-6029 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 




FACILITY LOCATlONSj's/fesj 


See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY {Attach additional sheets if necessary or use APHIS FORM 7023A ) 


A. 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. {An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 

D + E) 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


11 


11 


9. Non-Human Primates 


10. Shseo 


241 


241 


11. Pigs 


12. Other Farm Animals 


Coats 




20 


20 


13. Other Animals 


/ Cattle 


53 


53 


-'i Horses 

-V 


18 


ASSURANCE STATEMENTS 


-0 7 

iiirtoT drugs, hDrior 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, ajharggstc, ah.dffOTquiliilTt? arugs,’'prior to, 

and following actuai research, teaching, testing, surgery, or experimentation were followed by this resea.'ch facility. j— j ' r I \ ^ 

2) Each principal investigator has considered alternatives to painful procedures. j t -. . — ^ 

' i — ISD-'u r.'cAo. .lul 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and legulatiorjs be specified ar^d'.explain^ by the 

principal investigator and approved by the Institutional Animal Cara and Use Committee (lACUC). A summary of ail the exeepti ojy; , a kacJiet^tkiihl^annuaFfepoffe-t: 


addition to identifying the lACUC-approved exceptions, this summa.-y includes a brief explanation of the exceptions, as well asAhe-spedes.and, nurnber of..animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

11/26/01 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 

















APHIS Form 7023 Site List 


The following sites have been reported by the facility. 


Registration Number: 91-F-0007 

Customer Number: 1213 

Facility: USDA/ARS/ANIMAL DISEASE RESEARCH UNIT 

337 BUSTAD HALL 
WASHINGTON STATE UNIVERSITY 
PULLMAN, WA 99164 
(509) 335-6029 


USDA/ARS/ANIMAL DISEASE RESEARCH UNIT 
337 BUSTAD HALL 
WASHINGTON STATE UNIVERSITY 
PULLMAN. WA 99164 




This report is required by iaw (7 USC 2143). Failure to report according to the regulaiions can 


See reverse side for 


isris 


r ^ /- 

Interagency Report Control No 


— ■ -’UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

fTYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

92-F-0004 1262 

1 ■ — 1 - f 

FORM APPROVED 

OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

USDA - FORESTRY AND RANGE SCIENCES LAB 

1401 GEKELER LANE 

LA GRANDE, OR 97850 
(541) 963-7122 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATlONSfs/fes) 


See Attached Listing 

Starkey Experimental Forest and Range 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animais 
and for which appropriate 
anesthetic, anaigesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests, (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

. D + E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 






7. Hamsters 






8. Rabbits 






9. Non-Human Primates 






10. Sheep 






1 1 . Pigs 






12. Other Farm Animals 












13. Other Animals 






Wild Mule Deer 

: 0 

68 

0 

0 

68 

Wild Elk 

0 

566 

0 

0 

566 

Tame Elk 

48 

, 

0 

0 .... 

. 62 

ASSURANCE STATEMENTS .i A 1 i P i 1 i 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing' drugs, prioc 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility, i 


2) Each principal investigator has considered alternatives to painful procedures. 


pecifie^n^l 


to( during, 

ipi' 

I ! 


lined b' 


3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulatioris 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC), A summary of all the exceptions is attached to this annual report In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals a ffected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary pare and to ’jd'^^ee o^l^er 

. , I ,-in » 4 j CK* rn Pq 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

.SIGNATIIRF OF (T E.O. OR INSTITIJTIONAI OFFICIAL 

NAME A TITl F OF O F O. OR INSTITUTIONAL OFFICIAL (Tvoe Of Print) 

DATE SIGNED 

! file '^oj 


I 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 



APHIS Form 7023 Site List 


The following sites have been reported by the facility. 



Registration Number; 92-F-0004 

Customer Number: 1262 

Facility: USDA - FORESTRY AND RANGE SCIENCES LAB 

1401 GEKELER LANE 
LA GRANDE, OR 97850 
(541) 963-7122 


STARKEY DEER & ELK RES. & DEV. 
1401 GEKELER LANE 
LA GRANDE, OR 97850 





This report is required by law (7 USC 2143). Failure to report according to the regulations can 
resuit in art order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


Interagency Report Control Ni 
0180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

93-F-0001 1198 

FORM APPROVED 

0MB NO. 0579-0036 

2, HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
in dude Zip Code) 

LAWRENCE BERKELEY' NATIONAL LABORATORY 

1 CYCLOTRON ROAD, BLDG. 74 

BERKELEY, CA 94720 
(510)486-5221 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATlONSfs/fes; 


■S CO Atta c hed Licting - 

ULb/P)\ci^ 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
,'esearc.h, or 
surgery but not 
yet us^ for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which oppropriats 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
exps.rimsnts, surgery, or testo. (An explanation of 
the procedures produdng pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 

0 

f 

g 



5. Cats 

0 





6. Guinea Pigs 

0 





7. Hamsters 

o 





8. Rabbits 

0 


31 


EH 

9. Non-Human Primates 

0 





10. Sheep 

0 





11. Pigs 

o 





12. Other Farm Animals 

0 











13. Other Animals 






















■ 


ASSURANCE STATEMENTS J 


1) Professionally acceptable standards governing the care, treatment, and use of animais, including appropriate use of anesthetic, analgesic,. and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. ‘ 



Lo^reocf 


2) Each principal investigator has considered alternatives to painful procedures. 


3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions Is attached to this annual report In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research fadlity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 



CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


SIGN- 

^L OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 


APHIS FORIVr70g3 (Replaces VS FORM 18-23 (Oct 88), which is obsolete PART 1 - HEADCiUAkTERS 

(AUG 91) 























This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for ^ Interagency Report Control No 

result in ar, order to cease and desist and to be subject to penalties as provided for in Section 21 50. additional information. 01 80-DOA-AN 


' UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

93-F-0005 1 1 99 

FORM APPROVED 

OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

SPAWARSYSCEN 

D35 BIOSCIENCES DIVISION 

53560 HULL STREET (619) 553-5252 

SAN DIEGO CA 92152 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATlONSj's/fes; 


See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FAC\UVf (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. 

Animals Covered 

By The Animal 

Weifare Regulations 

8. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.anaigesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animats and the reasons such drugs were rret used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C ♦ 

D + E) 

4. Dogs 


Di stri buti on 

1 imi ted to U.S . Gc 

vernment agencies only. 


5. Cats 


Admi ni strati 
document sha 

'e/operational use 

1 be referred to t 

6 Nov 01 . Other requests for t 
he Commanding Officer, Space and 

n s 

Naval 

S. Guinea Pigs 


Warfare Syst 
Professi onal 

jms Center, San Die 
Y acceptable stanc 

go, CA 92152-5001 . 

ards qoverninq the care, treatmer 

BH 

7. Hamsters 


of animals, 
tranqui 1 i zi n 

including approprie 
3 drugs are a prime 

te use of anesthetic, analgesic 
ry component of the veterinary c< 

ind 

ire program. 

8, Rabbits 


The tnstitut 
research pro 

ional Animal Care a 
-.ocol .s and found th 

nd Utilization Committee reviewet 
em to be in compliance with al’ 

all 

9. Non-Human Primates 


animal welfa 

'e regulations. 



10. Sheep 






11. Pigs 



\ “ 

jh iL: i! Vi] it iP|i 


12, Other Farm Animals 




■•■s injii 





mmnn 



13. Other Animals 



1 



White Whales ] 

1 

1 

0 


1 

Dolphins I 

0 

30 

0 

0 

30 

Sea Lions 

0 

2 

0 

0 

2 

ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing daigs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 



CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFIClrsi 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 



SIGN 

JTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 


3 FORM'7tf23 (Replaces vs FORM 18-23 (Oct 88), which is obsolete PART 1 - HEADQUARTERS 


UG 91) 

























This report is required by law (7 USC 21 43). Failure to report according to the regulations can See reverse side for i -j. Interagency Report Control No 

result in an order to cease and desist and to be subject to penaities as provided for in Section 2150. additional information. LSllS 0180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

93-F-0006 1200 

FORM APPROVED 

0MB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

NASA 

ANIMAL CARE FACILITY 

MAIL STOP 261-1 

MOFFETT FIELD, CA 94035 
(415) 604-5000 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONS('s/fes; 


See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquillzing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 






7. Hamsters 






8. Rabbits 

S5 


Ill 


("/ ( 

9. Non-Human Primates 

2 


1 


4 

10. Sheep 






1 1 , Pigs 






12. Other Farm Animais 












13. Other Animais 




. 



17- 


1 S' 

— — — 

\s~ 






1 

1 ; i !| n 

r- i ‘ i 

\ r\ i 'j • i 1 





1 



ASSURANCE STATEMENTS j j 1 \ 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthe^iCj analgesic,! ancTtranguiiiiing drugs, pr^r to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. C ' P';' F i IJ, Lt' -u 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of otincr 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143), 

SIGNATURE JPF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

/0-l'f-ol 


AP (Replaces VS FORM 18-23 (Oct 88), which is obsolete PART 1 - HEADQUARTERS 























APHIS Form 7023 Site List 


The following sites have been reported by the facility. 

Registration Number; 93-F-0006 

Customer Number. 1200 

Facility: NASA 

ANIMAL CARE FACILITY 
MAIL STOP 261-1 
MOFFETT FIELD. CA 94035 
(415) 604-5000 


AMES RESEARCH FACILITY 
ANIMAL CARE FACILITY 
MOFFETT FIELD, CA 94035 






This repoff i required by law (7 USC 2143). Failure (o report according to the regulations can See reverse side for Interagency Report Control No 

result in an order to cease and desist and to be subject to penalties as provided for in Section 21 50. additional information. 01 80-OOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

93-F-0008 1202 

FORM APPROVED 

0MB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USOA, 
include Zip Code) 

NAVAL MEDICAL CTR SAN DIEGO 

STE 5, DIV. OF ANIMAL RESOURCES 

34800 BOB WILSON DRIVE 

SAN DIEGO, CA 92134 
(619) 532-6944 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary. ) 


FACILITY LOCATlONSCs/fes; 


See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

0. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teactting, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were ret used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 






5. Cats 



10 


1 n 

6. Guinea Pigs 

6 


147 


147 

7. Hamsters 






3. Rabbits 

7 

24 

35 


59 

9. Non-Human Primates 






10. Sheep 






11. Pigs 

10 


154 


. 154 

12. Other Farm Animals 












13. Other Animals 






Chinchilla 

25 


39 

63 

102 











'V ■ 


ASSURANCE STATEMENTS ' ' | 


1 ) 

2 ) 


Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

Each principal investigator has considered alternatives to painful procedures. 


NOV 2 3 


3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions Is attached to this annual'report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy-of other — 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and comple" 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. 0 

DATE SIGNED 

3l 


APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88), which is obsoieto PART 1 - HEADQUARTERS 

(AUG 91) 




APHIS Form 7023 Site List 


The following sites have been reported by the facility. 


Registration Number: 93-F-0008 

Customer Number: 1202 

Facility: NAVAL MEDICAL CTR SAN DIEGO 

STE 5, DIV. OF ANIMAL RESOURCES 
34800 BOB WILSON DRIVE 
SAN DIEGO, CA 92134 
(619)532-6944 


DIVISION OF ANIMAL RESOURCE 
34800 BOB WILSON DRIVE 
SAN DIEGO, CA 92134 



NOV 2 3 2GQI 



Column E Explanation 


Registration Number: Certificate Number 93-F-008, Customer Number 1202 
Number and Species of Animals: 63 Chinchillas 

Explanation of Procedure Causing Possible Distress: Individual housing in an unfamiliar 
environment and exposure of chinchillas to 4kHz octave band noise at 105 dB sound pressure 
level for a duration of 6 hours. This procedure is considered non-painful but may induce 
distress. This exposure induces cochlear hair cell loss and a significant hearing threshold shift. 
This model is utilized to test various means to protect against cochlear hair cell loss and to 
potentially reverse cochlear hair cell loss. 

Scientific Justification for Unrelieved Potential Distress: The potential distress of individual 
housing in an unfamiliar environment is being relieved through a habituation procedure for our 
experimental animals. This leaves the actual noise exposure as our only unrelieved potential for 
distress as defined by the AWA. Alleviation of this potential distress through the use of 
anesthetics or analgesics is scientifically contraindicated for the following reasons. 

General Considerations 

a. Generalized anesthesia for a six hour duration would be medically contraindicated 
and in itself leads to a painful and distressful recovery period. 

b. Animal models without anesthesia mimics human subjects under noise exposure 
better than the anesthetized animal. 

c. Noise exposure should try to replicate the red world as much as possible; we 
typically are not exposed to noise in the drugged state. The administration of drugs to 
sound exposed animal’s effects several important aspects of sound transduction in the 
inner ear and electrophysiological measurements of irmer ear function. Because these 
confounded results from drugged animals can not be extended to human models, 
these drugged models are not used in hearing research. In the course of the Medline 
literature review going back over 20 years some 5500 abstracts involving loud sound 
exposure only about a dozen utilized anesthetized animals and in those cases the 
focus of the studies was to investigate the effects of those drugs on cochlear 
electrophysiological measurements. 

d. Noise exposures in normal animals always result in significant variations in threshold 
shifts. These variations may result from a variety of factors overactive middle ear 
muscles, efferent feedback, state of the animal. Now there may be evidence that a 
drugged animal gives larger and more consistent thresholds shifts because of the 
elimination of the aforementioned variables.^ 

Specific Considerations 

a. Sodium pento-barbital has been shown to have a significanteffecTonJotaf middle 
ear impedance and on the shape of the tympanograms.^ n’T 



Column E Explanation cont. 


b. The use of ketamine causes significant increases in distortion-product otoacoustic 
emissions. This result indicates that tonic activity levels in the cochlear efferents 
are reduced by the anesthetic effects which, could lead to greater damage due to 

-5 j 

loud sound exposure. ’ 

c. Isoflurane significantly attenuates auditory steady state response(which is a 
response of the brain to auditory stimuli) in a dose dependants matter.^ 

References 

1) Popelar, J., et al. Effect of noise on auditoiy evoked responses in awake guinea pigs. Hearing 
Research. 26(3);239-47, 1987 

2) Eames, B.L., et al. The role of the middle ear in acoustic trauma from impulses. 
Laryngoscope. 85(9).T 582-92, 1975 

3) Hard, N. et al. The effects of anesthesia on otoacoustic emissions. Hearing Research. 110(1- 
2):25-33 

4) Pud, Jean-Luc, et al. Perspectives in inner ear pharmacology and clinical 
applications. In Cochlear pharmacology and noise trauma. Eds. D. Prasher and B. 

Canlon. NRN Publications. London; 1998 

5) Plourde, G., et al. The effect of isoflurane on the steady state response and on consciousness 
in human volunteers. Anesthesiology. 89(4):844-51, 1998 



This report is required by taw (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Co^ol No 

result in'an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. OiaO-OOA-AN ^ 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

{TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

93-F-0007 1 201 

form APPROVED 

OMB NO; 0579-0036 

2. HEADQUAR I hki> RESEARCH FACILITY (Name and Address, as registered with USDA, 
indude Zip Code) 

USDA, AGRICULTURAL RESEARCH SERVICE 

800 BUCHANAN STREET 

ALBANY. CA 94710 
(510) 559-5600 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATlONSCsifes; 


See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additional sheets H necessary or use APHIS FORM 7023A ) 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

8. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D, Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests wera 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
Iranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures pmdudng pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C ♦ 

D + E) 

4. Dogs 

0 

0 

0 

0 

0 

5. Cats 

0 

0 


0 

0 

6. Guinea Pigs 

0 

0 

0 

0 

0 

7. Hamsters 



0 

0 

209 

8. Rabbits 

0 

3 

0 

0 

3 

9. Non-Human Primates 

0 


0 

0 

0 

10. Sheep 

0 

0 

0 

0 

0 

1 1 . Pigs 

0 

0 

0 

0 

0 

12. Other Farm Animals 






chicken 

0 

141 

0 

0 

141 

1 3. Other Animals 
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I ■ 'i 


ASSURANCE STATEMENTS ! J 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and, tasr^ilizmg drugs,odcjr to, during, i 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. INU / ^ | /Jjfjj 


2) Each principal investigator has considered alternatives to painful procedures. 


3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptiorrs to the standards ancf regulations^ be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to idenlifying the lACUC-approved exceptions, this summary indudes a brief explanation of the exceptions, as well as the-specias_and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
rciiicrf^xecutive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correcL and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITIWTONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

- 0 / 


A rrvJKm /UxfP r /Kepraces VShORM 18-23 (Oct 88), which Is obsolete PART 1 - HEADQUARTERS 

G 91) 











































This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in on order to cease anij desist and to be subject to penalties as provided for in Section 2150. 


, UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


See reverse side for 
additional information. 


Interagency Report Cont^t^lf^g 
0180-OOA-AN 


1. REGISTRATION NO. CUSTOMER NO. 

93-F-0022 1204 


FORM APPROVED 

0MB NO. 0579-0036 

2. HEADQUARIEKS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

60TH MEDICAL GROUP (AMC), 
101 BODIN CIRCLE 

TRAVIS AFB, CA 94535 

MDSS/SGSE 


sheets if necessary.) 


See Attached Listing 


FACILITY LOCATIONSj'srfes; 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


A. B. Number of 

animals being 

Animals Covered bred, 

By The Animal conditioned, or 

Welfare Regulations held for use in 


teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 


tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


0. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests ware 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in those 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 

D + E) 




18 


' . 18 



I 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesicjericf tranquilizing. drugs, prior to, during, 

and following actual research, teaching, testing, surgery, or experimentation were followed by this research faality, ilU ''/ £. i 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions Is attached to this annual report In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as wall as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED 



I (Oct 88), which is obsolete 


1 3 /Jdy 0 1 

PART 1 - HEADQUARTERS 




















Thisfsport b re<^ujre<i by law (7 USC 2143). Faflura lo report acxording to the regulations can 
result in an ocbar to cease and desist and lo be subject to penalties as provided for in Section 2150. 


See reverse side for 
addrlionai Information. 


Lsj-jS Interagency Repor^Cor^No 


0180-OOAVtM 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 

95-F-0001 


CUSTOMER NO. 

1205 


FORM APPROVED 
0MB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FAQUTY (Name and Address, as registered with USDA, 

indudo Zip Code) Tripler Army Medical Center 
ATTN: MCHK-CI (MAJ Goodwin) 
Tripler AMC , HI 96859-5000 


im 


LIK] 


3. REPORTING FACILITY (List all locations wfwe animals were housed or used h actual researtti, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCAT10NS('s/fos) 


See Attached Listing 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FAGUTY (Mach additional sheets H necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet us^ for such 
purposes. 


C. Number of 

D. Number of animals upon 

animals upon 

which experiments, 

which teaching. 

teaching, research. 

research. 

surgery, or tests were 

experiments, or 

conducted involving 

tests were 

accompanying pain or 

conducted 

distress to the animals 

invofving no 

and for which appropriate 

palrv distress, or 

anesthetic, analgesic, or 

use of pain- 

tranqufllzing drugs were 

relieving drugs. 

used. 


I E. Number of animals upon which teaching, 
experiments, research, surgery or tests ware 

F.. 

conducted involving accompanying pain or distress 

TOTAL NO. 

to the animals and for which the use of appropriate 
anesthetic, analgesic, or Iranquilizing drugs would 

OF ANIMALS 

have adversely affected the procedures, results, or 

(Cols. C + 

interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures ptxxJudng pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

. D + E) 


6. Guinea Pigs 


7. Hamsters 


9. Non-Human Primates 


10. Sheep 


1 1 . Pigs 


0 

42 

0 

42 


0 

0 

12 i 

0 

12 




1 3. Other Animals 


Ferrets 


ASSURANCE STATEMENTS 


1) Professionaly acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquinzing drugs, prior to,' during, 

and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. — ,j i 

2) Each principal investigator has considered alternatives to painful procedures. j i 

3) This facility is adhering to the standards and regufatiorvs under the Ad, arxl i has required that exceptions to the standards and regulations be specified arxl. explained by the j 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of alt the exceptions is attached to this annual report In i 
addition to identifying the LACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as vrefl as the species and number of animals-affectad.— -- 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversea the adequacy of other 
aspects of animat care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above Is true, correct, and complete (7 U.S.C. Section 2143) 



cinwATi iRP np r P n np imr-dti mnwAi rtPPir'iiH NAME 4 TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL fTvoe or Print) DAI 


DATE SIGNED 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which Is obsolete 


J7)ou0i 

PART 1 - HEADQUARTERS 






































APHIS Form 7023 Site List 

I 


The following sites have been reported by the facility. 


Registration Number: 95-F-OOl 

Customer Number: 1205 

Facility: Tripler Army Medical Center 

MCHK-CI (ATTN: MAJ Goodwin) 

Tripler AMC, HI 96859-5000 
(808) 433-6709 


Department of Clinical Investigation 
MCHK-CI (ATTN: MAJ Goodwin) 

Tripler AMC, HI 96869-5000 




Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number: 95-F-OOl 


2. Number 


9 


of animals used in this study. 


3. Species (common name) guinea pigs of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 

Starting at one to two days of age, neonatal guinea pigs are exposed to an 
atmosphere of 100% oxygen or 95% oxygen and 20 ppm nitric oxide for up to 
five days. Exposure to hyperoxia alone often produces respiratory distress 
after three to five days of exposure. Exposure to the combination of 
hyperoxia and nitric oxide may also result in respiratory distress. It 
should be noted that an early endpoint is used in this study: the guinea 
pigs are euthanized as soon as they progress beyond mild respiratory 
distress to develop cyanosis, lethargy, pallor, or an abnormal resting 
posture. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
■ Item 6 below) 

The development of lung injury was a parameter being studied. Relief of any 
respiratory distress would have required removal from the altered atmosphere 
or anesthesia and intubation, both of which would have confounded the natural 
course of the pulmonary effects of hyperoxia and the potential mediating 
effects of nitric oxide. Furthermore, intubation and mechanical ventilation 
would potentially introduce barotrauma as a confounding source of lung 
injury. Literature searches failed to reveal an alternative to the use of 
animals to measure the whole animal physiological functions of interest.- 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


Agency 


CFR 


^ 1 i Q: 




NOV : 9 Pnni i I j ■ 


USDA, APHIS. RLAC, .AC 
SACRAMSHfO. CA 



This report Is required by law (7 DSC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 
12-R-0b03 


CUSTOMER NO. 

167 


Interagency Report Control No 
0180-DOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

UNIVERSITY OF NEW HAMPSHIRE 
UNIVERSITY OF NEW HAMPSHIRE 
THOMPSON HALL 
DURHAM. NH 03824 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONS(sffesJ 


UNIVERSITY OF NEW HAMPSHIRE 
DURHAM, NH 03824 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 

D. Number of animals upon 

E. Number of animals upon which teaching. 

F. 

animals upon 

which experiments. 

experiments, research, surgery or tests were 


which teaching. 

teaching, research. 

conducted involving accompanying pain or distress 

TOTAL NO. 

research. 

surgery, or tests were 

to the animals and for which the use of appropriate 

OF ANIMALS 

experiments, or 

conduced involving 

anesthetic.analgesic, or tranquilizing drugs would 


tests were 

accompanying pain or 

have adversely affected the procedures, results, or 

(Cols. C * 

conducted 

distress to the animals 

interpretation of the teaching, research. 

D + E) 

involving no 

and for which appropriate 

experiments, surgery, or tests. (An explanation of 

pain, distress, or 

anesthetic, analgesic, or 

the procedures producing pain or distress in these 


use of pain- 

tranquilizing drugs were 

animals and the reasons such drugs were not used 


relieving drugs. 

used. 

must be attached to this report) 



4. Dogs 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 



CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

11/18/2004 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 






































APHIS IForm 16 ^ Additional Reported Sites 

The following additional sites have been reported by the facility. The reported sites have not been verified by APHIS and 
have been provided by the facility solely for completeness of the APHIS Form 7023 Annual Reporting submission. 


Registration Number: 12-R-0003 

Customer Number: 167 

Facility: UNIVERSITY OF NEW HAMPSHIRE 

UNIVERSITY OF NEW HAMPSHIRE 
THOMPSON HALL 
DURHAM, NH 03824 


Animal & Nutritional Sciences r.nntflr.t 
Burley Dermeritt Farm 
Brentwood Fram Site 007 

Lee, NH 03824 

Naimal Resources Office r.nntart 

Rudman Hall 

Human Nutrition Center Isolation Building Site 0101 
Durham, NH 03824 




ANNUAL REPORT OF RESEARCH FACILITY 
(addendum to report submitted electronically on 
11 / 18 / 2004 ) 


1. REGISTRATION NO. 
12-R-0003 


2. HEADQUARTERS RESEARCH FACILITY 

University of New Hampshire 
Office of Sponsored Research 
107 Service Building 
Durham, NH 03824 


Status: Active 


REPORT OF lACUC-APPROVED EXCEPTION 


UNH lACUC PROTOCOL NUMBER: 

010701 

ORIGINAL APPROVAL DATE: 

August 7, 2001 

PROTOCOL CLOSURE DATE: 

July 21. 2004 

SPECIES: 

Whitetail Deer 


ANIMAL NUMBERS (for exception 



DESCRIPTION: 


The animals were fasted for 48 hours for metabolic testing. Water was available ad lib, and the animals were 
monitored during the fast by the University of New Hampshire Animal Resources Office. 

This protocol was reviewed and approved by the University of New Hampshire Animal Care and Use Committee. 

This report is submitted in compliance with USDA required procedure. 
















iL'verie loi 
addilioiial inloririalioii 
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rcbull III jn Older lo cease and dosisl and lo be sijb(ecl lo peiiallies as provided lor in Seclion ill 50 


c:>L 


<5 


Pi.-pi,,! :„,i.lrnl b., 
OIBO-OOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

I REGISTRATION NO. 

FORM APPROVED 

0M8 NO 0579-0038 ' 

..J ■ ' . 

2. HEADQUARTERS 
include Zip Code) 

14-R-0009. CustIdlOS 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


(iec 

BOSTON UNIVERSITY MEDICAL SCHOOL 

80 E. CONCORD STREET 

BOSTON. MA 02118 0 ' ' 

3. reporting FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or expefimentaiion, or held lor these purposes. Attach additional 
sheets il necessary ) 


FACILITY LOCATIONS (Sites) 


U.nvvev’S'iVy Me.^vot\. CeidVeir- 

Lah Animal Sciemge Cawi-g/, "^0^ Allo^f>y 


I ^PORT OF ANIMALS USED^V^O^^NDER^CONt'rO^^F*‘rESEARCH FACIU^^Atfach'aiiiditiona^hcet^l^wcessar^'oi^js^^PHI^FoiR^^O^sj^'^ 


A. 

Animals Covered 

By The Animal 

Wellare Regulations 

B. Number ol 
animals being 
bred, 

conditioned, or 
held lor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 

C Number ol 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

O' Number ul animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress lo Ihe animals 
and lor which appropriate 
anesihelic, analgesic, or 
(ranquilizing drugs were 
used. 

E. Number ul animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
lo Ihe animals and lor which Ihe use ol appropriate 
anesihelic, analgesic, or Iranquilizing drugs would 
have adversely allecled the procedures, results, or 
inierprelalion ol Ihe leaching, research, 
experiments, surgery, or tests. (An explanaiion ol 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 

F. 

total no 

OF ANIMALS 

(Cols. C + 

D -I- E) 

4. Dogs 






5. Cats 




IHIHIHIBHIHliHI 


6. Guinea Pigs 





IDS 

7. Hamsters 

2 




IHBHl 

8. Rabbits 

HBBH 

11- s 

2 4 6 


424 

9. Non-human Primates 


^ 

(n O 


(xp O 

10. Sheep 


IH^iH 



IIBBH 

1 1 . Pias 

Z 

z 

62 

IHiiHHlBIHiiHm 

EBB 

1 2. Other Farm Animals 

_. ^ 


m^mi 

ftKKKtKSKKKttKM 

IUBBI 



mmi 

3? 


HRS 

13. Other Animals Fenrtfis 


HBBH 



V 

rw'tce. 


12., 6.2.^ 


liHHIHIIIfSmiHi 

/?.08S 


7.0R 

WBsm 

64 6 4 

0 

mm 

(0lniy\CvU‘i l\(3i.s 

BIIBBH 


220 


2HS 1 


I ASSURANCE STATEMENTS 


1) Prolessionally acceptable siandards governing the care, Irealmeni, and use ol animals, iitcluding approriaie use ol anesihelic, analgesic, and tranquili 2 ing drugs, prior lo, during, 
and iollowing actual research, leaching, lesling. surgery, or experimenlalioii were Inllowed by Ihis research lacilily. 

2) . Each principal iiwesligaiur has considered allernalives lo painlul procedures. 

3) . This lacilily is adhering to (he siandards and regulalions under Ihe Aci, and it has required lhal exceptions to Ihe standards and regulations be specilied and explained by Ihe 

principal investigator and approved by ihe Inslilulional Animal Care and Use Coinmiiiee (lACUC)- A summary ol all such exceptions is attached to this annual report. In 
addition lo identilyiiig Ihe lACUC-approved exceplions, Ihis summary includes a briel explanaiion ol Ihe exceptions, as well as ihe species and number ol animals allecled 


4) The allendiiig veletiiiariaii lor this research lacility has appiupriale aulhorily lo ensure ihc provision ol adequate veterinary care and lo oversee the adequacy ol olher aspects ul 
animal care and use. 


CERTIFICATION BY IIEADQU ARTKS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

1 cerlily lhal Ihe above is Inie, correct, and compIcMe (7 U S C Seclion 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.EO. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

f ^/2<f/oc 




APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (OCT 88), which is obsolete ) 










































This repoh is required by law (7 DSC 2143). haiiure lu _ 

result in an order to cease and desist and to be sutjject to penalties as provided for in Section 21 bu. 


UNITED .'^ATES DEPARTMENT OF AGRICULTURE 
animal and PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

('TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

14-R-0036 515' 

FORM APPROVED I 

0MB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USOA. 
indude Zip Cade) 

UNIVERSITY OF MASSACHUSETTS AT AMHERST 

ANIMAL CARE OFFICE. GRAO. SCH. 

512GOOOELL BUILDING 

AMHERST, MA 01003 
(413)545-0666 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILmr LOCATIONS^siJes; 


See Attached Listing 


j REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additional sheets if necessary or use APHIS FORM 7023A ) j 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

8. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
leaching, research. 
Surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analgesic. or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 1 

TOTAL NO. 1 
OF ANIMALS I 

(Cols. C + I 
D + E) 1 

4. Dogs 

0 

0 

0 

0 

0 

5. Cats 

0 

0 

0 

0 

0 J 

6. Guinea Pigs 

0 

0 

0 

0 

0 j 

7. Hamsters , Syrian 

248 

36 

758 

0 

1042 j 

8. Rabbits 

0 

6 

88 

0 

94 J 

9. Non-Human Primates 

0 

8 

0 

0 

8 1 

10. Sheep 

0 

0 

0 

0 

0 J 

1 1 . Pigs 

0 

0 

0 

0 

0 j 

12. Other Farm Animals 






Horses 

0 

0 

16 

0 

16 

CATTLE 

13. Other Animals 

1 

2 

1 

0 

4 j 

Hamster , Siberian 

399 

0 

79 

0 

478 1 

Voles, Prarie 

600 

100 

BH9HI 

. . 0 

1200 1 

Voles, Pine 

30 

0 

0 

0 

30 1 

1 ASSURANCE STATEMENTS | 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and Iranguilizing drugs, prior to. during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 


2} Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary indudes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research fadlity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OfFIClAL , j NAME & TITLE OF C.E.O, OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 


APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88), which Is obsolete PART 1 - HEADQUARTERS 













































































UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PI^NT HEALTH INSPECTION SERVICE 


CONTINUATION SHEET FOR ANNUAL REPORT 
OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 

14-R-0036 


CUSTOMER NO. 
515 


FORM APPROVED 
OM8 NO. 0579-1036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USD A. 
include Zip Code) 

UNIVERSITY OF MASSACHUSETTS AT AMHERST 
ANIMAL CARE OFFICE GRAD. SCH. 

512 GOODELL BUILDING 
AMHERST, MA 01003 
(413)545-0666 


Animals Covered 
By The Animal 
Welfare Regulations 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use this form.) 


B. Number of C. Number of 

animals being animals upon 

bred, which teaching, 

conditioned, or research, 

held for use in experiments, or 

teaching, testing, tests were 

experiments. conducted 

research, or involving no 

surgery but not pain, distress, or 

yet used for such use of pain- 

purposes. relieving drugs. 


Gerbils 15 I 0 


Beaver 


White tail deer 


Virginia Opossu 


FISHING CATS 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing doigs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation d the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C ♦ 
D*E) 



Darwin ' s Fox 

0 

Grey Fox 

0 

Red-back vole 

0 

Deer mouse 

0 


25 

0 

0 

19 

0 1 

1 

0 






ASSURANCE STATEMENTS 


1} Professionally acceptable standards governing the care, treatmenL and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the AcL and it has required that exceptions to the standards and regulations be specified and explained by the 
prinopal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions Is attached to this annual report In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFfCATfON BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


SIGNATI IRF OF CFO. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE 



DATE SIGNED 

‘^h/o) 


APHIS FORM 7023A 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 







































Summary of Exceptions to the Regulations and Standards 
Specified and Explained by the Principal Investigator and Approved by the lACUC 


In a study involving Syrian hamsters, the researcher submitted a memorandum of 
explanation to the lACUC regarding a change in the cleaning schedule for cages in which 
his hamsters are housed for particular studies approved previously by the lACUC. This 
relates to 9 CFR, Ch. 1, Part 3, Subpart B, 3.3 1, a. This matter was discussed and 
approved by the lACUC on August 20, 2001. The measure is supported by a policy 
statement of the Society for the Research on Biological Rhythms which appeared in the 
Journal of Biological Rhythms, Vol, 8, pp. 97-106 (1993) which outlines and explains 
modifications of normal observance, cleanliness/sanitation, and food and water provision 
procedures for rodents in circadian rhythm studies. The change involved delaying cage 
cleaning because the stimulus of the cleaning process (new cage, fresh bedding) disrupts 
free running activity levels developed during the study. These activity levels must be 
measured over several weeks in the same (unchanged) cage environment. It was agreed 
that the researcher will monitor closely the cages during these particular studies to insure 
the environments of the hamsters and mice will be satisfactory as possible until the data 
collections are completed. Such observations must be conducted under very dim red 
illumination. It was agreed by the lACUC and the Director of Animal Care that inactive 
animals will be visually checked to make sure they are not ill or in distress. Healthy mice 
and hamsters run many revolutions on a wheel each night, and computer records 
indicating robust activity are considered adequate verification of each animal’s well 
being. A total of 120 hamsters and 80 knockout (graft recipient) mice were assigned to 
these studies, but the studies are performed on groups of 12-26 hamsters and 12-36 mice 
at a time. 

On April 30, 2001, the lACUC approved a request from a researcher to make his own 
sodium pentobarbital solutions because the solutions were not commercially available at 
the time. Preparation was in accord with the Animal Care Director’s message of April 
20, 200 1 . The researcher expects that his surgical mortality rate will remain insignificant, 
<5%. The preparation at the bench is as follows: 

• The solution must be prepared (and used) aseptically/sterilely as any material 
administered to any animal must be. 

• Prepare as sterile filtered (0.2 micron) into a sterile vial with sterile stopper. 

• Label as thoroughly as possible in order to minimize any confusion. Include the fact 
that it was prepared sterilely by the lab for use in animals, date of preparation, initials 
of preparer, and concentration. 

• “Outcomes” are that the material is effective as an anesthetic agent (or in some cases 
for euthanasia), so in that regard, surgical/post-op/nursing/euthanasia records and all 
necessary notations reflecting the monitoring of the animals will provide evidence 
that the material is effective and safe. 

• Store all controlled substances in locked cabinets with limited access by lab 
personnel. 

• Maintain all records documenting acquisition of starting material, preparation, and 
use as for any controlled substance. 



This report is required by law (7 USC 2143). Faiiure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 21.' 


42004 See attached form for 

additional information. 


Interagency Report Control No 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 14.R-0082 

CUSTOMER NUMBER: ^40 

FORM APPROVED 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Tufts- New England Medical Center, Inc. 
171 Harrison Avenue, Nemc#112 
Boston, MA 02111 



Telephone: (617) -636-5615 


1 3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) | 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY! Attach additional sheets if necessary or use APHIS Form 7023A > 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use o’ 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs wouid have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animais and the reasr 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

0 

0 

Ml 

0 

M*? 

5. Cats 

0 

6 

z 

a 

z 

6. Guinea Pigs 

0 

O 

0 

0 

o 

7. Hamsters 

o 

0 

21 

o 

mmm 

8. Rabbits 

0 

[3 

ni 

0 


9. Non-human Primates 

0 

0 

o 

0 

o 

10. Sheep 

0 

0 

o 

0 

o 

11. Pigs 

0 

n 


o 


12. Other Farm Animals 

o 

o 

(a 

o 

(o 







13. Other Animals 

























I ASSURANCE STATEMENTS 


1 ) Professionaily acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual rest 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 

1 .qiGNATI IRF OF r F n OR INSTITI ITIONAI flFFir.lAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print ) 

DATE SIGNED 

\X*72‘*C^ 


APHIS F ’’023 (Replaces VS FORM 1 §^23 (OCT 88), which is obsolete.) 

(AUG 91 ) 



























Tufts University Health Sciences campus and Tufts-New England Medical Center 
locations approved for animal use (unregulated species included in location report) 


Centralized Housing Facilities 
Steams-Amold 
Ziskind 


Satellite Housing Facilities 
Tupper 
75 Kneeland 

Research Laboratories 
M&V 
South Cove 
Steams-Amold 
Tupper 
Ziskind 
Jaharis 
75 Kneeland 






This report is required by law (7 use 2143). Failure to report according to the regulations can NOV S 0 Interagency Report CorSrol No.: 

result in an order to cease and desist and to be subject to penalties as provided for in Section 21! additional information. 


UNfTED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 'I4-R-0096 

CUSTOMER NUMBER: -)46 

FORM APPROVED 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Me Lean Hospital Corporation 

115 Mill Street 

Belmont, MA 02478 



Telephone: (617) -855-2000 


1 3. REPORTING FACILfTY ( Ust all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) | 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach addltiona 

1 sheets If necessary or use APHIS Form 7023A 1 | 

A 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use a 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the reasc 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

{ COLUMNS 
C+D+E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 






7. Hamsters 

■ 






8. Rabbits 






9. Non-human Primates 



139 


139 

10. Sheep 






11. Pigs 






1 2. Other Farm Animals 












13. Other Animals 
























1 ASSURANCE STATEMENTS 



1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual res€ 
teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 


3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (lACUC). A summary of ail such exceptions Is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


RlfiNATlJCF OF C. F O OR INSTITIJTIONAI OFFICIAL 


NAME & TfTLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print ] 


DATE SIGNED 


APHIS FORM 7023 
( AUG 91 ) 


(Replac FORM 18-23 (OCT 88), whi(^ is obsolete,) 




























The following is a list of Animal Care Facility locations on the McLean Hospital 
Corporation campus: 

Mailman Research Center (MRC) Animal Care Facility: MRC, Ground Floor 

The Alcohol and Drug Abuse Research Center (AD ARC) Primate Facility: Oaks I and IT 

The Alcohol and Drug Abuse Research Center (AD ARC) Small Animal Facility: Oaks IV. 



This report Is-required by law ( 7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No. 

result in an order to cea^^ and desist and to be subject to penalties as provided for in Section 215^. additional Information. 0160-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 14-R-0128 
CUSTOMER NUMBER: 156 

FORM APPROVED 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

{TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILITY 

Harvard University 

Faculty of Arts & Sciences l/r P ^ 

24 University Hall ^ ^ U ] 5/)/) s 

Cambridge, MA 02138 ^ Wf 

Telephone: 617-496-3992 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these 
purposes. Attach additional sheets if necessary.) 


FACILITY LOCATIONS (S/Tes) - See Attached Listing. 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A.) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use In 
teaching, 
testing, 
experiments, 
research, or 
surgery but not 
yet used for 
such purposes. 

C. Number of 
animals upon 
which leaching 
research, 
experiments or 
tests were 
conducted 

Involving no 
pain, distress, 
or use of pain 
relieving 
drugs. 

D. Numbers of animals 
upon which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted Involving accompanying pain or 
distress to the animals and for which the use of 
appropriate anesthetic, analgesic, or 
tranquilzing drugs would have adversely 
affected the procedures, results, or 

Interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation 
of the procedures producing pain or distress In 
these animals and the reasons such drugs 
were not used must be attached to this report.) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cola. C + 

D4-E) 


4. Dogs 

0 

0 

0 

0 

0 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

0 

0 

0 

0 

0 

7. Hamsters 

0 

0 

0 

0 

0 

8. Rabbits 

1 

0 

4 

0 

4 

9. Non-human Primates 

0 

35 

0 

0 

35 

10. Sheep 

0 

0 

16 

0 

16 

1 1 . Pigs 

0 

0 

8 

0 

8 

12. Other Farm Animals 



■ . ■ r iM, ' _ 



Goats 

18 

2 

7 

0 

9 

13. Other Animals 




•■■.I.:.' . 


Bats 

0 

48 

5 

0 

53 

1 ASSURANCE STATEMENTS 

1 


1 . Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, 
during, and following actual research, teaching, testing, surgery, or experimentation were follow^ by this research facility. 

2. Each principal investigator has considered alternatives to painful procedures. 

3. This facility is adhering to the standards and regulations under the Act, and It has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary Includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4. The attending veterinarian for this research facilify has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects 
of animal care and use. 


CERTinCATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143). 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 


NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL 


DATE SIGNED 


11/23/04 



































































UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 14-R-0128 

CUSTOMER NUMBER; 156 

FORM APPROVED 

0MB NO. 0579-0036 

I 

2. HEADQUARTERS RESEARCH FACILITY 


CONTINUATION SHEET FOR ANNUAL REPORT | 
OF RESEARCH FACILITY 

{TYPE OR PRINT) i 

Harvard University 

Faculty of Arts & Sciences 

24 University Hall 

Cambridge, MA 021 38 

Telephone: 617-496-3992 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY {Attach additional sheets if necessary or use APHIS FORM 7023A.) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

12. &/OR 13. Other 
{Ust by Species) 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, 
testing, 
experiments, 
research, or 
surgery but not 
yet used for 
such purposes. 

C. Number of 
animals upon 
which teaching 
research, 
experiments or 
tests were 
conducted 

Involving no 
pain, distress, 
or use of pain 
relieving 
drugs. 

D. Numbers of animals 
upon which experiments, 
teaching, research, 
surgery, or tests were 
conducted Involving 
accdmpanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted Involving accompanying pain or 
distress to the animals and for which the use of 
appropriate anesthetic, analgesic, or 
tranquilizing doigs would have adversely 
affeded the procedures, results, or 

Interpretation of the teaching, research, 
experiments, surgery, or tests. {An explanation 
of the procedures producing pain or distress In 
these animals and the reasons such drugs 
were not used must be attached to this report.) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C ■1' 

D + E) 

13. Other ... continued 






Birds (wild caught) 

2 

0 

11 

0 

11 

Chinchillas 

1 

0 

0 

0 

0 

Emus 

0 

0 

15 

0 

15 

Ferret, European 

1 

0 

0 

0 

0 

Guinea fowl 

0 

0 

8 

0 

8 

Hedgehog, African 

1 

0 

0 

0 

0 

Opossum 

1 

0 

0 

1 

1 

Owl, screech 

1 

0 

0 

0 

0 

Tinamous 

0 

0 

1 

0 

1 

Wallabies 

0 

0 

2 

0 

2 


























I ASSURANCE STATEMENTS 


1 . Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, 
during, and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2. Each principal investigator has considered alternatives to painful procedures. 

3. This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4. The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects 
of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Ofliclal) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143). 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

DATE SIGNED 

11/23/04 






Explanation for Opossum Appearing in Category E: 


On Friday, 25 June 2004, one of the animals, an opossum, used only for display/teaching purposes in the Harvard 
Museum of Natural History, was discovered dead in her cage. Sometime during the previous night apparently she had 
made a hole in her sleep towel and asphyxiated herself. Obviously she died without the assistance of pain relieving 
drugs. The animals used in this program (among them the above listed chinchilla, ferret, hedgehog, rabbit, and 
replacement opossum) are cared for under research animal standards but are treated as pets; the teaching program staff 
was devastated by the nature of her loss. This incident was reported to our USDA inspector i i shortly 

thereafter. i i consulted with the regional office and informed Harvard that we had fulfilled our 

responsibilities in reporting the death but that no further action was required; it was categorized as an accident. To 
prevent a repeat of the above described event, the Museum staff now carefully inspects all sleep towels before 
dispensing them to assure there are no tears or worn areas. 


This report is-fequi.'ed by law (7 use 2143). Failure to report according to the regulations can NOV 2 0 Interagency Report Control No.: 

result in an order to cease and desist and to be subject to penalties as provided for in Section 21! *additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 14.R-0150 

CUSTOMER NUMBER: 10717 

FORM APPROVED 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

Alkermes Inc 

88 Sidney St 

Cambridge, MA 02139 



Telephone: (617) -494-0171 


1 3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) | 


FACILITY LOCATIONS { Sites ) See Atached Listing 


^REPO^^Q^ANIMAL^USE^^^^O^JNDE^^O^^O^O^RESEARC^FAciu^^^ttaci^dditiona^heet^^iecessa^^rus^APHi^ForrTWMS^ 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use o' 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the reasc 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E ) 

4. Dogs 






5. Cats 






6. Guinea Pigs 



1 

164 

196 


7. Hamsters 

1 





8. Rabbits 






9. Non-human Primates 






10. Sheep 






11. Pigs 






1 2. Other Farm Animals 












13. Other Animals 

























I ASSURANCE STATEMENTS 

1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual res€ 
teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 

\L 

NAME & TITLE OF O.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print ) 

date signed 

a ja m 


( AUG 91 ) 


3 (OCT 88), which is obsolete.) 

















Attachment A 



Explanation re guinea pigs not receiving anaesthesia or analgesia rColumn 

Animals not receiving anaesthesia or analgesia were used in a citric acid induced cough 
procedure under Alkermes lACUC protocol i i “Antitussive and bronchorelaxant 
effects of local anesthetics and bronchodilators alone and in combination, in guinea pigs.” 
The actual citric acid challenges that evoke cough have never been conducted under 
anesthesia, either in our laboratory or in the reported literature. The two primary reasons 
for this are: 1) In order to mimic the clinical setting, where volunteers for studies remain 
conscious during tussigenic challenges, as closely as possible and 2) Afferent impulses 
triggering cough appear to be mediated through at least two subtypes of airway sensory 
fibers, A5 “cough receptors,” and slowly-conducting C fibers. While a number of stimuli 
known to evoke cough in humans and guinea pigs (e.g., capsaicin, bradykinin, SO 2 ) 
appear to selectively activate C fibers, these agents fail to produce a cough in an 
anesthetized guinea pig (reviewed in Canning, Pulm Pharm & Ther, 2002). This means 
the cough in anesthetized guinea pigs is driven entirely by the “cough receptors.” While 
this setting could be informative when investigating the role of the “cough receptors,” it 
does not reflect the normal physiology of cough. 


This report is rtii^uired by law (7 USC 2143). Failure to report according to the regulations can 
resdt in an order to cease and desist and to bo subject to penalties as provided for in Section 21! 


See attached form for 
additional Information. 


Interagency Report Control No.: 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 14-R_0162 

CUSTOMER NUMBER; 1 /QOS 

FORM APPROVED 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Nucryst Pharmaceuticals 

50 Audubon Rd 

Suite B 

Wakefield, MA 01880 

Telephone: (781) -246-6053 

1 3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) | 


FACILITY LOCATIONS { Sites ) - See Atached Listing 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets If necessary or use APHIS Form 7023A ) 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 

Involving no pain, 
distress, or use O’ 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the reasc 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 


456 



456 

7. Hamsters 






8. Rabbits 






9. Non-human Primates 






10. Sheep 






11. Pigs 






12. Other Farm Animals 












13. Other Animals 
























1 ASSURANCE STATEMENTS | 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual rese 
teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary int 
brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 



CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


1 

SIGNATIIRF 

n.«;titiitio#iai nFFiciAi 


I 


APHIS FORM 7023 

FORM 18-23 (OCT 88), which is obsolete.) 





{ AUG 91 ) 


























UCRYST 

PHARMACEUTICALS 


■JAN 2 4 2085 


January 6, 2005 

Elizabeth Goldentyer, DVM 
Regional Director, Animal Care 
USDA-APHIS Eastern Regional Office 
920 Main Campus Drive 
Suite 200, Unit 3040 
Raleigh, NC 27606-5210 
Ph.919-716-5532 

Subject: Annual Report of Research Facility for 1 Oct 2003 through 30 Sept 2004 

USD A Registration # 14-R-0162 


Dear Dr.Goldentyer: 

We are providing the following explanation in regards to our annual statistical report of animal 
research activities at NUCRYST Pharmaceuticals. The use of guinea pigs reported in USDA Category 
C (minimal, momentary, or no animal pain &/or distress) is explained by the sequence of events 
outlined in the following sections. 

• Protocol I I was reviewed and approved by the NUCRYST lACUC on 10 August 04. This 
protocol involved guinea pig skin sensitization at 4 sites on the back using dinitro-chlorobenzene 
(DNCB) and subsequent topical treatment of skin lesions with our proprietary compounds containing 
nanocrystalline silver. The guinea pigs proposed for use in the protocol were categorized in USDA 
Category D due to the provision of anesthesia for skin biopsies during the resolution phase of the 
skin lesions. 

• As the study progressed, the need for skin biopsies during the study was replaced by post-mortem 
collection of tissues. Thus, the proposed anesthesia was not utilized. 

• Protocol I w as reviewed by the USDA during an inspection on 1 3 July 2004. Although there 

were no guinea pigs on study at the time of this inspection, the inspector indicated that animals had 
had severe skin lesions and that analgesics had not been administered. The USDA inspector 
indicated that protocol i i needed to be re-reviewed bv the lACUC before 27 July 04. The 
USDA inspector also indicated that the guinea pigs used in i i during the period of the 
previous annual report (2002-03) needed to be re-categorized in USDA Category E. 
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UCRYST 


• In conformance to the USDA inspector’s request, the NUCRYST lACUC convened a meeting on 1 5 
July 2004 to discuss the level of pain/distress associated with the use of guinea pigs in protocol 

All LACUC members but one were in attendance. There was extensive discussion of the nature 
of the skin lesions, the possible side-effects of analgesic agents, and the integrity of the scientific 
value of the studies. The Principal Investigator | | had prepared a proposed pilot study to test 

the efficacy and side-effects of analgesia in the skin lesion model. Based on , , previous 

discussions with the Attending Veterinarian, the analgesic agent buprenorphine was proposed as the 
analgesic agent of choice due to its potency and duration of action. The LACUC voted (with the 
abstaining) in favor of having the Principal Investigator conduct a pilot study that included 
groups of guinea pigs both with and vsdthout analgesic treatment. The animals would be closely 
monitored during the study to assess any beneficial or adverse effects of the analgesic treatment. The 
lACUC also agreed that the guinea pigs reported on the previous annual report to USDA would be 
re-categorized into USDA Category E in compliance with the USDA inspector’s request. 

• The pilot study to test the effects of analgesic treatment on guinea pigs in the skin sensitization model 
was conducted 24 August through 8 September 04. Buprenorphine was administered at 0.04 mg/kg 
SC bid to guinea pigs in the analgesic treatment groups starting on day 1 1 (skin lesion initiation) until 
day 16 (euthanasia at conclusion of study). Data were collected and analyzed. 

• On 1 October 2004, the lACUC met to review the results of the pilot study that included the use of 
buprenorphine as an analgesic for guinea pigs with skin lesions. Based on the review of the data 
collected (see appended materials) during the pilot project, the following conclusions were reached: 

o There were no statistically significant differences in weight gain for guinea pigs with and without 
buprenorphine treatment. However, the guinea pigs that received buprenorphine had 
consistently lower body weights than animals that did not receive analgesic. 

o Guinea pigs that received buprenorphine at 0.04 mg/kg bid were noted to be dull and lethargic. 
Their behavior was notably different from animals that did not receive the analgesic. 

o There were no statistically significant differences in lesion scores for guinea pigs with and 
without buprenorphine treatment. However, the lesion erythema and edema scores for guinea 
pigs that received analgesic were consistently lower than scores for animals that did not receive 
analgesic. 

o There was concern based on published literature presented to the LACUC (see appended 
materials) that buprenorphine had anti-inflammatory effects that could effect the scientific 
outcome of the skin lesion model and the subsequent testing of NUCRYST’s proprietary 
therapeutic compounds. Although buprenorphine was considered the best analgesic drug 
candidate for the purposes of this study in part based on its minimal anti-inflammatory action, 
subsequent closer examination of the scientific literature indicated that buprenorphine does have 
immuno-modulatory properties. 

The use of buprenorphine as an analgesic agent was deemed non-beneficial and perhaps even 
detrimental for the animals in this project. The use of acetaminophen was discussed but dismissed 
due to its limited potency, possible hepatotoxicity, short duration of action, and unknown mechanism 
of action. The substitution of non-steroidal anti-inflammatory agents (aspirin, ibuprofen, ketoprofen, 
etc.) was considered contrary to the goals of the study, since these agents have significant effects on 
the inflammatory process that is being evaluated. 
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UCRYST 


In order to better understand the symptoms experienced by the guinea pigs under protocol 
the lACUC of NUCRYST Pharmaceuticals has sought the expert opinion of , a 

board-certified dermatologist, on the human correlate to the skin lesions that are produced in 
guinea pigs used in protocol i i As noted by , , in his analysis (see appended letter), 

the skin lesions produced by DNCB application to guinea pigs correlate roughly with the human 
skin condition known as acute contact hypersensitivity that occurs in individuals allergic to poison 
ivy. According to i i patients that have this condition (with a severity similar to that of 
guinea pigs of grade 3 or grade 4) typically present to the clinic complaining of itching, or 
occasionally of a stinging sensation, but seldom report pain due to these skin lesions. The 
standard treatment for such patients, according to i i is treatment with anti-itch or anti- 
pruritic agents. Analgesics are generally not given to these patients. If we are to extrapolate from 
this evaluation, it is likely that while the animals are probably experiencing some degree of 
itching or stinging, they are probably not experiencing pain. Based on the clinical condition of 
animals in all previous studies and the evidence collected in the pilot study, the LACUC voted to 
categorize the use of guinea pigs in protocol i i I in USDA Category C. i i abstained 
from voting. The annual report to USDA for animal use during 2003-04 included the use of 788 
guinea pigs in USDA Category C in compliance with the decision of the NUCRYST 
Pharmaceuticals LACUC. 


All of the LACUC actions noted above have become part of the official institutional records and are 
available for inspection at NUCRYST. 


NUCRYST Pharmaceuticals is providing the information outlined above to better explain both the process 
and the rationale used by the LACUC in the assessment of animal pain/distress in protocol # 02-001. 

Please contact me at 781-246-6044 or | — | if any additional explanation regarding our 

2003-2004 report is required. 

Sincerely, 




Enclosures; 

• Copy of NUCRYST’s Annual Report to USDA for 03-04 

• Letter from dermatologist | on nature of skin lesion pain/distress 

• Synopsis of literature searches performed on non-mammalian alternatives to the use of guinea pig and on the compatibility of opioids and 
inflammatory research. 

• Sample data from pilot studies on the impact of buprenorphine on guinea pig model of contact dermatitis 
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Synopses of literature searches performed for Contact Dermatitis Study 

Several literature searches were performed, both using the Pubmed search engine that 
queries the Medline database of the National Library of Medicine. Searches were 
performed 13-19 August 2004, and covered literature dating from mid-1960s to the 
present (that is, the entire scope of the Medline database). 

The first literature search was intended to determine whether previous research had 
discovered an in vitro alternative to the use of animals in the study of contact dermatitis. 
In order to be a viable alternative to in vivo contact dermatitis, an in vitro model should 
have the following characteristics: i) it should allow an assessment of the concerted 
action of all cell types that are likely to be involved in contact dermatitis, including but 
not limited to epithelium, macrophages, neutrophils, lymphocytes, and dendritic cells 
(Langerhans cells); ii) it should persist and/or develop in a chronic fashion that mimics 
the persistent nature of in vivo contact dermatitis; and iii) it should provide some method 
for accounting for the interplay between immunological, hormonal, and neural 
contributions to contact dermatitis. There are no reports available on in vitro or non- 
mammalian in vivo models of allergic contact dermatitis that meet all of these criteria, as 
determined by the following literature searches: 


A search performed on 1 3 August, 2004 using the following sets of search parameters 
yielded the results described to the right of each set of parameters: 


Search Parameters 

Results 

non-animal models for allergic 
contact dermatitis 

none 

anti-inflammatory activity in in 
vitro models of allergic contact 
dermatitis 

Four results. One of these articles reviews the results 
of studies done using a pig and rodent models (Stuetz 

A, et al., Semin Cutan Med Surg. 2001. 20(4):233-41), 
two others report results obtained using rodent models 
(Imming P, et al. Inflamm Res. 2001. 50(7):371-4; 
Zunic M, et al. J Invest Dermatol. 1998. 1 1 1(1):77- 
82), and one reports in vitro studies done with cloned 

T cells, and with T cell-, dendritic cell-, and mast cell 
lines (Grassberger M, et al. Br J Dermatol. 1999. 
141(2):264-73). Thus, only one of these articles 
reports exclusively in vitro studies. Additionally, the 
data from this one in vitro study are difficult to 
extrapolate to the context of intact, live skin. 





A search performed on 1 8 August, 2004 using the following sets of search parameters 
yielded the results described to the right of each set of parameters: 


Search Parameters 
[ti] searches for keyword 
within title 

Results 

Reptilian AND contact AND 
dermatitis 

none 

reptile AND contact[ti] AND 
dermatitis[ti] 

none 

insect AND contact[ti] AND 
dermatitis[ti] 

22 results. All pertaining to contact dermatitis in 
humans, mostly CAUSED BY insects 

amphibian AND contact[ti] 

AND dermatitis[ti] 

1 result, pertaining to contact dermatitis in a human 
CAUSED BY toad venom (venenum bufonis) 

vitro[ti] AND contact[ti] AND 
dermatitis[ti] 

10 results total. One article of interest (Fraginals R, et 
al. Arch Dermatol Res. 1990. 282(7): 455-8.) 
compared mouse ear thickness readings (in vivo) to in 
vitro lymphocyte proliferation assays. Correlation was 
good for all but one allergen, but this study included 
only the contribution by cells of lymphoid lineage. 
While useful for studying the nature of allergic 
sensitization, this model would not be suitable for 
studying the entire inflammatory process or the 
efficacy of anti-inflammatory compounds. 


Given the limitations of in vitro testing methods, and the lack of a suitable non- 
mammalian animal model, it is apparent that the use of a mammalian animal model will 
be necessary. Animals used for this purpose may suffer pain or distress due to the 
experimentally induced dermatitis. Therefore, animals will be provided with an 
analgesic, assumins that an analgesic drug and a dosing regiment can be identified which 
will not interfere with the normal course of the disease being studied. Since contact 
dermatitis is an inflammatory disease, it will be imperative that the analgesic used 
possesses little or no intrinsic anti-inflammatory properties. To begin to investigate the 
known anti-inflammatory properties of analgesics, and to predict their likely effect on our 
guinea pig model of contact dermatitis, a second literature search was earned out. 



A search performed on 19 August, 2004 using the following sets of search parameters 
yielded the results described to the right of each set of parameters: 


Search Parameters 
[ti] searches for keyword 
within title 

Results 

analgesic[ti] AND contact[ti] 
AND dermatitis [ti] 

Two results, both pertaining to contact dermatits 
CAUSED BY analgesics 

buprenorphine[ti] AND 
contact[ti] AND dermatitis [ti] 

none 

buprenorphine AND contact[ti] 
AND dermatitis[ti] 

none 

buprenorphine AND contact 

AND dermatitis 

One result: Elliott JC, et al. J Invest Dermatol. 2003. 

121 (5): 1053-9. The report contains data that show 
contact dermatitis is modulated in vivo by mu-opioids 
morphine, etorphine, and buprenorphine. This effect 
is more pronounced in female animals than in male 
animals. 


Data reported in the last article cited (Elliott, JC, 2003) would seem to contraindicate the 
use of opioids in animal models of contact dermatitis. Addition contraindication for the 
use of such analgesics can be found in reports published over the past ten years (Van 
Loveren H, et al. Lab Anim. 1994. 28(4):355-63; Volker D, et al. Lab Anim. 2000. 
34(4);423-9; Carrigan KA, et al. Int Immunopharmacol. 2004. 4(3) :4 19-28). 

Collectively, these articles report experimental data suggesting that immune function can 
be altered by an anti-inflammatory activity that is intrinsic to some opioids. However, it 
is still possible that the results of these previous studies may not extend to the guinea pig 
model of contact dermatitis that we are employing. Therefore, we intend to pursue a 
series of pilot experiments designed to ascertain whether buprenorphine would have 
confounding effects if used in our model of contact dermatitis. If the results of these pilot 
studies indicate that analgesics can be used without compromising the validity of our 
experiments, than we will provide our animal subjects with analgesics throughout future 
experiments. 










USDA/Appendix 

Summary of the Experiment : 

Aim: To check if analgesics (Buprenorphine) interfere in the Allergic Contact 
Dermatitis experimental conditions. 

Treatment groups: 

Animals: Guinea pig (Hartley strain), sex: female. 

Allergic contact dermatitis was induced by sensitizing and challenging with 5% 
dinitrochlorobenzene (DNCB). One day after the challenge, the animals were evaluated 
for the presence of clinical development of dermatitis and divided into groups of 12 
animals. The animals were treated with test creams once daily for five days 
Number :( n = 12/group; 8 animals provided with analgesic and 4 without analgesic) 
Analgesic used in this study: Buprenorphine (Buprenex) (0.04mg/kg body weight; 
twice/day) 

Groups: 

1 . Placebo 

2. No treatment 

3. 1.0% cream 

RESULTS: 

Role of analgesic on reduction of dermatitis: 

Eight animals in each group were provided with analgesic (Buprenorphine) twice a day 
and four animals were not provided with analgesic. 

All the animals treated with analgesic looked lethargic, compared to animals without 
analgesic. In the placebo and no treatment groups, there was slight difference in reduction 
of erythema between two groups (Figure 1 A, B). Reduction of erythema was better in 
the group of animals provided with analgesic than the group not provided with analgesic. 
However this difference was not statistically significant. 

In the group treated with our test compound (1% cream), there was slight difference in 
the reduction of erythema in between analgesic and non-analgesic groups (Figure 2). In 
the group treated with 1% cream, the difference was not statistically significant (Figure 2) 



Figure 1 

(lA)Placebo Group: (IB) No Treatment Group: 


Mean Erythama Scorea for Guinea Pigs with ACD Treated with Tedor Placebo 
Craain 


Mean Erythema Scores lor Guinea Pigs with ACD with No Treatment 




*Buprpnex 


2. 1 % NCS 



Role of analgesics on changes in body weight of animals: 

Animals in all the groups slightly reduced body weight after one day of induction of 
dermatitis and gradually the body weight was increased there after. There was no 
statistically significant difference in daily body weight of animals in the analgesic and 
non-analgesic groups (Figure 3, A, B, C). 







Figure 3 (Body weight). 

3A. No Treatment Group: 

Body Wolght for QuIhm Pigs with ACD That Racolvad No Troatment 



Day of Treatment 


3B. Placebo Group: 

Body Weight of Quinea PIgi with ACD Treated with Tedor Placetw Cream 



3C. 1% Nanocrystalline Silver Cream Group: 

Body Weight of Guinea PIge with ACD Treated with 1% NCS Cream 



Day of Treatment 

Conclusion: 

The above results demonstrated that there is no statistically significant difference in 
reduction of dermatitis when using analgesic. However there is a decrease in the mean 
erythema and edema scores in the control groups that were given analgesic. It is believed 
that the analgesic may interfere in the pathogenesis of allergic contact dermatitis in this 
model. 
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Registration Number 21-R>0106 
Astra Arcus USA, lac. 

P.O. Box 20890 
Rochester, NY 14602 


The principal behind the procedure is that inescapable exposure to an aversive stimulus, such as 
electric shock, later impairs animab' ability to learn to escape or avoid presentation of that uversive 
stimulus when omple opportunity to do so is provided. Such impairment is thought to model aspects 
of mitior depression in humans, and is considered one of the most valid animal models of the 
disorder. All currently usefVil antidepressant drugs have some efficacy in the model, admioistration 
of which following exposure to the inescapable aversive stimulus reverses the impairment in learning 
to avoid or escape the stimulus. Analgesic or tranqullizing drugs would interfere with the effect of 
administration of the aversive stimulus, and thus not allow for the accurate determination of efficacy 
of the candidate antidepressant. The use of this procedure is currently the best predictor of clinical 
efficacy in humans, and is usually reserved for candidate drugs that are being considered for clinical 
testing. 



This rt^iort Is reo|'ired b;, law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for In Section 21! 

See attached form for 
additional information. 

interagency Report Control No.; 

UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 21-R-0173 

CUSTOMER NUMBER: @790 

FORM APPROVED 

0MB NO. 0579.0036 

ANNUAL REPORT OF RESEARCH FACILITY 

Liberty Research Inc ^ 

P.O. Box 107 NOV 0 8 200 * 

( TYPE OR PRINT ) 

state Route 17c 

Waverly, NY 14892 



Telephone: (607) -565-8131 


1 3. REPORTING FACILFTY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) | 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets If necessarv or use APHIS Form 7023A ) 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use a 
pain-blieving 
drug^. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted Involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted Involving 
accompanying pain ordistress to the animals and for wh 
the use of appropriate anesthetic, analgesic, ortranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
produdng pain or distress In these animals and the reas< 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

(COLUMNS 

C + D + E ) 

4. Dogs 

0 

m\ 

i 

142 

28 

544 

5. Cats 

0 

76 1 

1 

206 

93 

1060 

6. Guinea Pigs 







7. Hamsters 







8. Rabbits 







9. Non-human Primates 







10. Sheep 







11. Pigs 







12. Other Farm Animals 








, 




13. Other Animals 














j 












ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatriient, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing dnjgs, prior to, during, and foliowing actuai rest 
teaching, testing, surgery, or experimentation were followed this research faciitty. 

2) Each prindpai investigator has considered alternatives to pain^l procedures. 

3) This fadlity is adhering to the standards and regulations undetj the Art, and it has required that exceptions to the standards and reguladons be specified and explained by the prindpai Investigator and ap 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the lACUC-approved exceptions, Ihis summary Inc 

brief explanation of the exceptions, as well as the spedes and number of animals affected. 

4) The attending veterinarian for this research fadlity has approp iate authority to ensure the pro^rision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 


certification by headquarters research facility OFFICIAL 

( Chi^f Execrutive Officer or Legally Responsible institutional Official ) 


NAME & title OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print) 


DATE SIGNED 
///^ 


APHIS FORM 7023 
(AUG 91 ) 


(Replaces VS FORM 18-23 (OCT 88), which is obsoiete.) 



Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and Its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scienlists. 


1. Registration Number: 21-R-0173 

2. Number 93j of animals used in this study. 

3. Species (common name) oat of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 

The clinical symptoms and signs of Feline Rhinotracheitis-Calici-Panleukopenia-Chlamydia Psittaci Virus. 


5. Provide a scientific justification why pain and or distress could not be relieve. State methods or means used 
to determine that pain and/or distress relief would interfere with test results. (For Federally mandated 
testing, see Item 6 below) 


9 CFR Subchapter E Section 1 13.203, 1 13.210, and 1 13.21 1 outline the requirements needed to license a 
product such as that being tested in this study. Clinical disease must be allowed to develop to prove the potency 
of the challenge virus, which in turn proves the efficiency of the vaccine. 



6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specified section number (e.g., AHPIS, 9 CFR 1 13.102): 


Agency APHIS 9 CF R 113.203. 113.210. 113.211 



Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 

1. Registration Number: 21 -R-0173 

2. Number 28 of animals used in this study. 

3. Species (common name) dog of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 


The clinical symptoms and signs of Canine Distemper, Canine Adenovirus, Canine Parainfluenza and Canine 
Parvovirus viruses. 


5. Provide a scientific justification why pain and or distress could not be relieve. State methods or means used 
to determine that pain and/or distress relief would interfere with test results. (For Federally mandated 
testing, see Item 6 below) 


9 CFR Subchapter E Section 1 13.305, 1 13.306, 1 13.316 and 1 13.317 outline the requirements needed to 
license a product such as that being tested in this study. Clinical disease must be allowed to develop to prove 
the potency of the challenge virus, which in turn proves the efficiency of the vaccine. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specified section number (e.g., AHPIS, 9 CFR 1 13.102): 


9 CF R 113.305. 113.306. 113.316. 113.317 


Agency APHIS 



inn mpon tt rgquirM oy law (t u» 2143). Failura to nport according to Itw ragulatton* can 
lasuH inan order to cease and dealat and to ba suttiect to penaltlaa aa prowktodfar In Saction 2H 


,L y See attached farm tor 

additional informatton. 


Interagency Report Control No.: 


1. CERTIFICATE NUMBER: 

22-R-0006 

CUSTOMER NUMBER: 

169 


UNITED STATES DEPARTMENT OF AGRICULTURE 

animal and plant health inspection service 


annual report of research facility 

( TYPE OR PRINT ) 


FORM APPROVED 
0MB NO. 0579-0036 


Ortho Pharmaceutical Corporation 

Johnson & Johnson Pharmaceutical Rsrch & Dev Lie 

P O Box 300 Route 202 South 

Raritan, NJ 08869 

Telephone: (908) -704-4310 


yaTREPORrSioFAciurY (List an locatkinawtwaanitnato were housed or used in actual reseerSrSnro^M^wtowntScrTaheldtorfteeep^^ 

FACILnY LOCATIONS { Sites ) • See Atsched Listing 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional aheato If naceaaafv or use APHIS Form 7023A ) 


A 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used fw such 
purposes. 

C. Numberof 
entmaisupon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use a 
pain-relieving 
drugs. 

D. Number of animals upori 
which experiments, 
teaching, research, 
surgery, or tests ware 
cortductad involving 
accompmying pain or 
distress to the animals an 
for wMch approprtata 
anesthoUe, analgesic, or 
tranquilizing dmgs wars 
used. 

E. Numberof enimali upen vrtiich leeching. expetimeniB, 
research, surgary or lasts were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesihalie, analgesic, or tranquiliz 
drugs would have adversely oftected the procedures, res 
or interpretation of the teaching, research, axpertments, 
surgary, or tests. ( An expionalion of the procedures 
producing pain or distress in these animals and the reast 
such drugs were not used must be attached to this rapon 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 


202 

139 

207 


5. Cats 

Q-- 

0 

0 

0 

n 

6. Guinea Pigs 

0 

51 

1256 

0 

1 307 

7. Hamsters 

0 

Q 

607 

293 

onn 

8. Rabbits 


0 - - 

1A7 

0 

1 /. 7 

9. Non-human Primates 

1 A 

0 

SO 

17 

i •r-f 

67 

10. Sheep 






1l’. Pigs 






12. Other Farm Animals 












13. Other Animals 
























1 ASSURANCE STATEIiM»rr! 

i 

1 


1 } Professionaity acceptable standards governing ttw care, treatment, and use of animals, including appropriate use of anestelic, analgesic, and trarKiuilizing drugs, prior to, during, and foUowing actual rase 
teaching, testing, surgery, or experimentation were followed by this research faolity. 


2} Each principal Investigator has cons(dered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the AcL and it has required that exceptions to the standards and regulations be specified and explained by the pnncipal investigator and ap 
Institutional Animal Care and Use Committee (lACUC). A sumnaiy of att auch excaptiona la attached to this annual report. In additian to identifying the lACUC-approved exceptions, this summary inr 
brief expianabon of the exceptions, as well as the species and numtier of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 



CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFTCIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 

HHI 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 


NAME a TITLE OF C.E.O. OR INSTITimONAL OFFICIAL f Tvoe or Print ) 

1 — 

1 DATE SIGNED 1 


Apflis FORM 7023 (Replaces VS FORM 18-23 (OCT 88), vrtneh is obsoiete.) 
(AUG91) 




























ATTACHMENT 1 


USDA ANNUAL REPORT (2003-2004) 
Registration #: 22-R- 0006 


Animais Listed in Category E 

During the reporting period, Johnson & Johnson Pharmaceutical Research & 
Development, L.L.C Institutional Animal Care and Use Committee (lACUC) 
approved the use of animals In Category E as follows: 


SPECIES 

NUMBER 

PROCEDURE/JUSTIFICATION 

Dogs 

207 

Single and repeat dose 
Pharmacokinetic/T oxicology 

Non-Human Primates 

17 

studies as part of the 

Preclinical package submitted 
to the FDA for review and 
eventual drug approval. In 
these studies, animals may 
occasionally show mild emesis 
and short-term loss of 



appetite. It is important to 
determine if these clinical 



signs are reversible, as is 
often the case. Opioid 
analgesics alter Gl motility and 
would be contraindicated. 



1.2.3 

Hamsters 

293 

Studies are used for 



evaluating anti-inflammatory 
compounds. Dorsal sub- 
cutaneous air pouch and paw 
edema models are utilized. 

1 


1 Administration of anesthetics, analgesics or tranquilizing drugs must be withheld so as not to invalidate 
the evaluation of test compounds. 

2 Preclinical toxicology and drug metabolism/pharmacokinetic studies are required in nonhuman spedes by 
the Food and Drug Administration, Good Laboratory Practice Regulations - CFR 21, Part 58 (Code of 
Conduct). 

3 Spied, L.H., Lunley, C.E. and S.R. Walker. “Harmonization of Guidelines for Toxidty Testing of 
Pharmaceuticals by 1992.” Regulatory Toxicology and Pharmacology. Vol 12, pp 179-211 (1990). 











Attachment 2 


USDA ANNUAL REPORT (2003-2004) 

Registration #: 22-R- 0006 

The following animals, included in this report, were reported on previous USDA Reports 
under License; 22-R-0006. 






















This report is required by law (7 USC 2143). Failure to report according to the regulations can 
msuli in an cn'der to cease and desist and to be subject to penalties as provided for in Section 21 i 


NOV 2 6 2003 


See attached form for 
additional information. 




Interagency Report Control t|b.; 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 22-R-0036 

CUSTOMER NUMBER: j 0 <1 

FORM APPROVED 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Schering Corporation 

Schering-Plough Research Inst. 

2015 Galloping Hill Road 

Kenilworth, NJ 07033 



Telephone: (908) -298-4000 


|3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) | 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


^ REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023A ) | 

A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of - 
animals being 
bred, conditioned, 
or held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use oi 
pain-relieving 
drugs. 

D. Number of animals upon 
vdiich experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, 
results. Of interpretation of the teaching, research, 
experiments, surgery, or tests. ( An explanation of the 
procedures producing pain or distress in these animals a 
the reasons such drugs were not used must be attached 
this report ). 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

0 

94 

151 

3 

248 

5. Cats 

0 

0 

27 

0 

27 

6. Guinea Pigs 

0 

4381 

2435 

0 

6816 

7. Hamsters 

0 

0 

no 

0 

110 

8. Rabbits 

0 

615 

352 

11 

978 

9. Non-human Primates 

95 

470 

413 

8 

891 

10. Sheep 

0 

0 

0 

0 

0 

11. Pigs 

0 

0 

0 

0 

0 

12. Other Farm Animals 

0 

0 

0 

0 

0 







13. Other Animals 






Gerbils 

0 

48 

4272 

0 

4320 













1 ASSURANCE STATEMENTS 

1 


1) Professionally acceptable standards governing the care, treatmerrt, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual rest 
teaching, testing, surgery, or experimentation were followed by this research fecility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This ^nty is adhering to the standards and regulations under the AcL and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee {lACUC). A summary of all such exceptions Is attached to this annual report In addition to identifying the lACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 

S 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print ) 

DATE SIGNED 


APHIS FORM 7023 (Replaces VS FORM 1 8-23 (OCT 88), which is obsolete.) 

(AUG 91 ) 






































































Customer '.D and Site Address: Site 1 


ID: 181 

2000 Galloping Hill Rd 
Kenilworth, NJ 07033 
County: Union 


Telephone 

(908)298-4000 



Customer ID and Site Address: Site 2 


ID: 181 

P 0 Box 32 Route 94 
Lafayette, NJ 07848 
County: Sussex 


Telephone 

(973)940-4100 



Registration Number: 22-R-0036 


November 22, 2003 


Elizabeth Goldentyer, DVM 

UNITED STATES DEPARTMENT OF AGRICULTURE 

Animal and Plan Health Inspection Service 
Regulatory Enforcement and Animal Care 
Eastern Region Office 
920 Main Campus Drive 
Suite 200 

Raleigh, NC 27606 


Dear Dr. Goldentyer: 

Listed below are comments to accompany the annual report of research facilities for site 
number 1. 


The environmental enrichment program has exceptions for social housing for nonhuman 
primates. Twenty-three rhesus monkeys are housed separately due to special study 
requirements for controlling and monitoring food consumption as part of the research 
projects. Twenty cynomolgus monkeys were housed separately for brief periods (1-2 days) 
while participating in telemetric monitoring studies. All the animals are included in all the 
other aspects of the environmental enrichment program. The protocols with the exemption 
are approved by the lACUC and reviewed during the semi-annual program review. 

One exception to the canine exercise program is to be reported and involved eight animals. 

It involved the use of special canine metabolism cages for drug metabolism studies or urine 
collection studies. The canine metabolism cages provide greater than 100%, but less than 
200% of required space for exercise. The period of time in the cages vary with the test 
compound and study. Most of the studies lasted for 24 hours and the longest lasted for 42 
days. Positive human interaction is greatly increased during this period. The protocols with 
the exemption are approved by the lACUC and reviewed during the semi-annual program 
review. 

Listed below are comments to accompany the annual report of research facilities for site 
Number 2. 

A. Summary of exceptions to the regulations and standards: 

There were some exemptions to the pair-housing requirement of our lACUC approved program 
for the psychological well-being of non-human primates. Most exemptions were for 
approximately two weeks in duration. A total of five hundred and forty-four non-human primates 
were exempted from social housing for reasons which include: acclimation and health 
assessment during the beginning of the quarantine period, establishing suitable cage mates and 
preparing social caging. 



This rep'^ » I IS reqiiiieU t>y Mw (/ *: • rumne iu icpul * oui-uti^i»iy — , 

lelul* •' an order lo cease and desist and to be subject to penalties as piovided lor in Section LM50 


additional inlunnalion. 


U I OU-UVJM- AIM 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 


1. REGISTRATION NO. 


22-R-0115. Oust Id 714 


FORM APPROVED 
OMR Mn 0579-0036 


d with USDA 


GEOFFREY R ROBBINS 

COSOMOPOLITAN SAFETY EVALUATION, INC. 
P.O. BOX 71 

LAFAYETTE. NJ 07848 




3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, tesiing, teaching, or experimentation, or held lor these purposes. Attach additional 
sheets il necessary.) 


FACILITY LOCATIONS (Sites> 


33A Broad Street, Branchville , N.J. 07826 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach aiiuliUnnal sheets it necessary or use APHIS FORM 7023A.) ' 


Animals Covered 
By The Animal 
Wellare Regulations 


B. Number of 
animals being 
bred, 

condilioned, or 
held lor use in 
leaching, lesling, 
experiments, 
research, or 
surgery but not 
yel used tor such 
purposes. 


C Number ol 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 


Number ol animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress lo the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
lo the animals and lor which the use of appropriate 
anesthetic, analgesic, or iranquilizing drugs would 
have adversely aHecled the procedures, results, or 
interprelalion of the leaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animats and the reasons such drugs were not used 
must be attached lo this report). 


TOTAL NO. 
OF ANIMALS 


(Cols. C * 
D + E) 


4. Doqs 


5. Cats 


6. Guinea Pins 


7. Hamsters 


8. Rabbits 


9. Non-human Primates 


10. Shee 



ASSURANCE STATEMENTS 


t) Professionally acceptable standards governing the care, Irealineni, and use ol animals, including approriale use ol anesthetic, analgesic, and lranquili.ring drugs, prior to, during, 
and following actual research, leaching, lesling, surgery, or experimenlation were lollowed by this research lacility. 

2) . Each principal investigator has considered alternatives lo painiul procedures. 

3) . This tacilily is adhering lo the standards and regutalions under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 

principal investigator and approved by the Instiiiiliunal Animal Care and Use Cuminiiiee (lACUC). A summary of all such exceptions is attached to this annual report. In 
addition lo idenlilying the lACUC-approved exceptions, this summary includes a brief explanation ol Ihe exceptions, as well as ihe species and number ol animals atlecied. 

4) The allending veterinarian tor this research lacilily has appropiiale authority to ensuie ihc provision ol adequate veterinary care and lo oversee the adequacy ol other aspects ol 
aniinal care and use. 


CERTIFICATION BY IIEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Ofllcial) 

I certily that Hie above is true, correct, and complete (7 U S C Section 2143). 



NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 


DATE SIGNED 


9fet. 


APHIS FORM 702J3 
(AUG 91) 


(Replaces VS FORM 18-23 (OCT 88). which is obsolete ) 






































Optional Column £ Explanation Form 


This form is intended as an dd to completing the Column E explanation. It is nfii an ofiBcial form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are 
not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 


1. Registration Number: 22-R-0115 

2. Number 23 of animals used in this stody. year. 

3. Species (common name^ Rabbit of animals used in this sibudgfe year. 

4. Explain the procedure producing pain and/or distress. 

Primary (Acute) Eye Irritation. The test substance (0.1 ml) is placed in 
the cul-de-sac next to the inner canthus and the eye is held closed for 
one second. By regulation the eye is not washed for 24 hours unless there 
is severe distress. Vocalization or severe struggling on application Would 
be signs indicative of pain, but these signs were not seen in these 
studies . 


5. Provide scientific justification why pain and/or distress could not be 
relieved. State methods or means used to determine that pain and/or distress 
relief would interfere with test results. (For Federally mandated testing, see 
question 6 below) 

Rabbits usually do not show signs of severe pain or distress early in 
the studies. The protocol provides for the possible use of local 
anesthetic. Later (>5 days) on keratoconus and/or perforation are 
regarded as being distressing and any affected animals immediately 
underwent euthanasia. 


6. What, if any, federal regulations require this procedure? Cite the agency, 
the Code of Federal Regulations (CFR) title number and the specific section 
number (e.g., APHIS, 9 CFR 113.102): 

Agency epa oppts CFR 870 . 2400 



This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result In an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 
22-R-0133 


CUSTOMER NO. 
406 


Interagency Report Control No 
0180-DOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

PUBLIC HEALTH RESEARCH INSTITUTE 
225 WARREN STREET 
NEWARK. NJ 07103 
(973) 972-9150 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONS(s«es) 


See Attached Listing 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


4. Dogs 


1 3. Other Animals 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 

D + E) 



0 

0 

0 

0 




ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and It has required that exceptions to the standards and regulations be specified and explained by the 
principal Investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTtFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 



APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PARTI - 















































































See attached form for 
additional information. 


Interagency Report Control |lo.; 


this report^is required by law (7 DSC 2143). Failure to report according to the regulations can 


NOV 2 62004 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 23-R-0033 

CUSTOMER NUMBER: 337 

FORM APPROVED 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

Childrens Hospital Of Philadelphia 
Joseph Stokes Jr Res Inst 


( TYPE OR PRINT ) 

3516 Civic Center Blvd. 

Philadelphia, PA 19104 



Telephone: (215) -590-3800 


1 3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) | 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY I Attach additional sheets If necessary or use APHIS Form 7023A ) 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use a 
pain-relieving 
drugs. 

0. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing dmgs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the reasr 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

{ COLUMNS 
C+D+E) 

4. Dogs 

0 

0 

0 

0 

0 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

0 

30 

0 

0 

30 

7. Hamsters 

0 

0 

I 

0 

0 

0 

8. Rabbits 

0 

50 

90 

0 

140 

9. Non-human Primates 

0 

0 

0 

0 

0 

10. Sheep 

0 

0 

9 

0 

9 

1 1 . Pigs 

0 

69 

57 

0 

126 

12. Other Farm Animals 

0 

0 

0 

0 

0 







13. Other Animals 

0 

0 

0 

0 

0 

Ferrets 

0 

0 

0 

0 

0 








— 






I^SSURANCESTATEMEMire 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual res6 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal Investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 

SIGNATURE OF C.E.O imrtiti itiomai nPFir.iAi 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print ) 

DATE SIGNED 


APHIS FORM 7023 
(AUG 91 ) 


(OCT 88), which is obsolete.) 


























































Registration #23-R-0033 


The lACUC has approved protocols that require multiple survival surgeries: 


Procedure for monitorins these activities : 

All multiple major survival surgery protocols in large animals are monitored by the 
Veterinary Technicians who ensure that all records on these animals are maintained in the 
Laboratory Animal Facility (LAF). These individuals check on all of the animals every 
day in the LAF. For the mouse protocols the monitoring of these animals is by the 
investigators and their teams. All LAF staff monitor animals during the course of their 
daily activities and any animals in need of care are brought to the attention of the 
Attending Veterinarian and/or the Veterinary Technicians, Monitoring plans are 
developed on a protocol by protocol basis. 

Protocols approved for multiple survival surgeries: 

a) A protocol is approved to evaluate the effects of correction of partial bladder 
obstruction in rabbits (03-289). In the first surgery, a suture is placed around the 
urethra while a catheter is in place. Between two and ten weeks later, a second 
midline incision is performed and the suture that restricts the urethra is removed and a 
small biopsy of the bladder is performed. Animals are then monitored for voiding 
patterns and/or sacrificed for analyses of molecular correlates of recovery. 

b) A protocol is approved to study thymic T cell development in the context of different 
MFIC haplotypes using mice (01-362). In this study, the thymus is removed during 
the first surgical procedure. Two weeks later the animal undergoes a second surgery 
to receive the thymus from a different haplotype. 

c) A protocol is approved to study voiding patterns in normal mice and in a mouse 
deleted of SERC A (a gene implicated in bladder obstruction responsiveness) after 
partial bladder obstruction (02-408). In the first surgery, a suture is placed around the 
urethra while a small needle is in place. Two to four weeks later, the abdomen is 
opened again and a small piece of polyethylene tubing is placed into the dome of the 
bladder. After closure of the surgical site, the bladder and abdominal catheters are 
attached to pressure transducers to evaluate bladder function in the awake animal. 

The animal is then euthanized after no longer than 60 minutes, and tissues are 
harvested for molecular analyses. 

d) A protocol to develop an animal model of spina bifida and evaluate strategies for in 
utero correction is approved in sheep (01-414). At 75 days gestation, a surgical 
procedure is performed to create the myelomeningocoele defect (spina bifida). At 

1 00 days gestation, a second surgical procedure is performed to correct the defect in 
some of the animals. At 135-138 days gestation, the animals are delivered by 
caesarean section. After up to three days, the lambs are euthanized and tissues are 
harvested for evaluation. 

e) A protocol is approved to determine if growth factor expression from an adenoviral 
vector facilitates wound healing and prevents scar formation (02-451). In this 
protocol, a small (2x2 mm) wound to the cricoid is performed in an adult rabbit. 

Two weeks later the incision is reopened and an adenoviral vector that should 
expresses TGFB3 applied to the wound site. After up to three weeks, the animal is 
euthanized for analysis of healing and transgene expression. 


1 



Registration #23-R-0033 


f) A protocol is approved to repeatedly harvest oocytes from xenopus (03-470). The 
investigator is approved to remove oocytes up to five total times from xenopus with at 
least one month wait between each surgical procedure. 

g) A protocol is approved to study techniques to determine if it is possible to 
maintain/lengthen blood vessels in culture and then implant them back into the same 
pig to determine if the vessels are viable (03-490). In the first surgery a segment of 
the carotid artery is replaced with a segment of the saphenous vein. After 
maintaining the carotid artery in culture for nine days, it is replaced back into the 
animal. The patency of the vessel is assessed using a Doppler flow probe two weeks 
later, and then the animal is euthanized in a terminal surgical procedure after one 
month to harvest and evaluate the grafts. 

h) A protocol is approved to simulate cyanosis and then study the effects of deep 
hypothermic circulatory arrest in a pig model (02-583). In the first surgery a side-to- 
side anastomosis is created through a 3 -4cm lateral incision through the chest to 
manifest a Sa02 of 75-85%. Seven days later, the animal undergoes deep 
hypothermic (18 C) circulatory arrest after bypass for 90 minutes. After re- warming, 
the animal is allowed to recover. Seven days later the animal is euthanized in a 
terminal anesthetic procedure and the brains are harvested for analyses. 

i) A protocol is approved to create a left-sided diaphragmatic hernia in fetal sheep at 
approximately 65 days of gestation and determine if tracheal occlusion combined 
with maternal administration of glucocorticoids can be used to correct the defect (02- 
616). At approximately 110 days of gestation, the trachea on the same animal is 
occluded. At 138-140 days of gestation, the lambs are partially delivered by C- 
section. After a series of blood flow and pulmonary function tests lasting 
approximately two hours, the lamb is euthanized. 

j) A protocol is approved to test the efficacy of anti-tumor drugs in mice by replacing 
mini osmotic pumps once or possibly twice (03-643). In the first surgery, the pump is 
placed either subcutaneously or intraperitoneally depending on the bioavailability of 
the drug. In a subgroup of animals, the pumps are replaced at two weeks. They are 
also approved to perform a second replacement of the pumps two weeks later. 

k) A protocol is approved to study the effects of tracheal occlusion for the treatment of 
the effects of diaphragmatic hernia using a fetal sheep model (03-652). At 
approximately 65 days of gestation, a left-sided diaphragmatic hernia is created. At 
approximately 110 days of gestation, a tracheal occlusion is performed and at 130 
days gestation the tracheal occlusion is released. At approximately 138-140 days 
gestation, the lambs are partially delivered. A series of tests of fluid absorption are 
made and within three hours the lambs and the ewes are euthanized. 

l) A protocol is approved to study pulmonary hypertension observed in a sheep model 
of congenital diaphragmatic hernia (03-653). At approximately 65 days of gestation, 
a left-sided diaphragmatic hernia is created. At approximately 139 days of gestation, 
the lamb is delivered by C-section and the ewe with any unmanipulated lambs are 
euthanized. The lamb with the surgically introduced diaphragmatic hernia is kept 
continuously sedated and the responsiveness of the pulmonary system to 
pharmacologic agents is evaluated. (This is reported as multiple survival surgeries 
because the fetus undergoes two manipulations). 
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Registration #23-R-0033 


m) A protocol is approved to study the impact of corticotrophin releasing factor (CRF) 
system on bladder function in rats with partial bladder obstruction (04-684). In the 
first surgical procedure, a suture is placed around the urethra with a needle in place. 
At various times after the obstruction (1, 2, or 6 weeks), catheters are implanted to 
monitor bladder function and in some cases to administer (CRF) agonists or 
antagonists intrathecally. The animal is allowed to recover and bladder function is 
monitored in animals that receive the CRF agents. 
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Registration #23-R-0033 


The lACUC has approved two exceptions on animal space provisions: 

1. The size of cages for sheep is slightly less (18 sq. ft.) than the size identified in the 
Guide (20 sq. ft.). This decision was based on the recommendation of the Attending 
Veterinarian and the LAP Manager. These individuals had polled other institutions 
who indicated that, in their experience, sheep are able to stand, turn around, and lie 
down in this size cage. The cage size was adopted by the lACUC at its’ May 12, 
1997 meeting. Since we adopted the use of this size cage, we have observed no 
evidence of unusual or abnormal behaviors associated with this cage. 

2. A subcommittee of the lACUC met on December 2, 2002 to observe swine that were 
larger than 100 kg, but smaller than 200 kg in weight. These animals were being 
housed in 24 sq. ft. of space. The Guide calls for 24 sq. ft. for 100 kg swine and 48 
sq. ft. for up to 200 kg swine. The subcommittee recommended that swine up to 200 
kg in weight could be housed in 24 sq. ft. because they were able to stand around and 
lie down in apparent comfort. The cage size was adopted by the lACUC at its' 
December 9, 2002 meeting. Since we adopted the use of this size cage, we have 
observed no evidence of unusual or abnormal behaviors associated with this cage. 
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Food or Fluid Restriction 

Experimental situations that require food and/or fluid restriction: 


Title of Experiment 

Justification 

Species 

Length of Restriction 

1. Functional Outcomes of 

Prevention of 

Sheep 

Food withheld for 48 

Myelomeningocoele Repairs in Utero (01- 

vomiting and 


hours prior to surgery with 

414) 

aspiration of stomach 


unrestricted access to 

2. Cardiac Valvuloplasty in Fetal Sheep 
(02-604) 

3. Tracheal Occlusion for Diaphragmatic 
Hernia (02-616) 

4. Lung Liquid Reabsorption Following 
Prenatal Tracheal Occlusion (03-652) 

5. Manipulation of Pulmonary Vascular 
Resistance in Congenital Diaphragmatic 
Hernia (03-653) 

6. Fetal Cardiac Therapy (04-697) 

contents during 
anesthetic induction of 
pregnant sheep. 


water. 


Variables that are monitored to ensure animal health during the restricted period. 
When sheep are fasted for 48 hours, a form is placed on the cage where urine/fecal output 
is noted daily. If a decrease in fecal or urine output is noted, a Veterinary Technician is 
notified. 


Steps taken to ensure adequate nutrition/hydration during the restricted period. 
The sheep are allowed free access to water at all times. We have not observed 
detrimental effects in the sheep from food restriction, and have a low rate of 
complications with survival sheep fetal surgeries. 
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A. 

B. Number of animal 

Number of 

D. Number of animals upon 

E. Number of animals upon which leaching, experiments. 

F. 


being bred. 

animals upon 

which experiments. 

research, surgery or tests were conducted involving 



conditioned, or 

which teaching, 

teaching, research, 

accompanying pain or distress to the animals and for wh 

TOTAL NUMBER 
OF ANIMALS 

Animals Covered 

held for use in 

research. 

surgery, or tests were 

the use of appropriate anesthetic, analgesic, or tranquiliz 

By The Animal 

teaching, testing. 

experiments, or 

conducted involving 

drugs would have adversely affected the procedures, res 

Welfare Regulations 

experiments, 

tests were 

accompanying pain or 

or interpretation of the teaching, research^experiments, 

( COLUMNS 


research, or 

conducted 

distress to the animals an 

surgery, or tests. ( An explanation of the procedures 


surgery but not ye 

involving no pain. 

for which appropriate 

producing pain or distress in these animals and the reasc 

C+D+E) 


used for such 

distress, or use o 

anesthetic, analgesic, or 

such drugs were not used must be attached to this report 


purposes. 

pain-relieving 

tranquilizing drugs were 





drugs. 

used. 


I 


4. Dogs 



ASSURANCE STATEMENTS 


see attached ( 3 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesletic, analgesic, and tranquilizing drugs, prior to, during, and following actual resi 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alten.atives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exception.s to the standards and regulations be specified and explained by the principal investigator and af 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this surrmary in 
brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 































UNtTED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 


FORM APPROVED 
OMB NO. 0579-0036 


2. HEADOUARTERS RESEARCH FACILITY (Name and Addrass, as registered with USDA, 
include Zip Code) 


CONTINUATION SHEET FOR ANNUAL REPORT 
OF RESEARCH FACILITY 

( TYPE OR PRINT) 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adiditional sheets if necessary or use this lorm ) 


Animals Covered 
By The Animal 
Wellare Regulations 


12. S/OR 13 Othef 
(Ust by species) 


B. Number ol 
animals being 
bred, 

conditioned, or 
held Tor use In 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 


C Number ol 
animals upon 
which leaching, 
research, 
expierimenls or 
tests were 
conducted 
Involving no 
pain, distress, or 
use ol pain 
relieving dc^gs. 


Number ol animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
dis'ress to the animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranquilizing drugs were 
used. 


Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and lor which the use ol appropriate 
anesthetic, analgesic, or Iranquilizing drugs would 
have adversely alfecled the procedures, results, or 
interpretation ol the leaching, research, 
experiments, surgery, or tests. (An explanalion of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 


TOTAL NO. 
OF ANIMALS 


(Cols. C + 
D E) 



see attached 


1) . Prolessionally acceptable standards governing the cate, Ireaimenl, and use ot animals, including approriale use ol anesthetic, analgesic, and iranquilizing drugs, prior to, Ju.ing, 

and loHowiny actual research, teaching, testing, surgery, nr experimentation were lollowed by this research lacility. 

2) . Each principal investigator has cunsidered alternatives to painlul procedures. 

3) . This lacility is adhering to the standards and regulations ueder the Act. and i< has required that exceptions to the standards and regulations be specilied and exolained by the 

principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary ot all such exceptions is attached to this annual report 'm 
addition to identitying the lACUC-approved exceptions, this sunimary includes a brief explanation ol the exceptions, as well as the species and number ol animats allected 

4) . The attending veterinarian lor this research lacility has appropriate authority to ensure the provision ot adequate veterinary care and to oversea the adequacy nl other aspects ul 

animal care and use. 


CERTIFICATION BY HEADQUAKTES RESEARCH FACIUTY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I certily that the above is true, correct, and complete (7 U S.C. Section 2143). 


SIGNATURE OF C.EO. OR INSTITUTIONAL Oj^FICIAL 


7023A 

) 


NAME & TITLE OF C.EO. OR INSTITUTIONAL OFFICIAL /Type or Print) 


DATE SIGNED 




PAFTT 1 - HEADQUARTEF 














Saint Vincent College 23-R-0068 


ANIMAL EUTHANASIA POLICY 

If an animal must be euthanized, it is imperative that it be done humanely. 
Following are three techniques approved by the SVC Institutional Animal Care and Use 
Committee. The techniques are based on the Report of the American Veterinary 
Medical Association on Euthanasia (2000). Should circumstances require an alternative 
euthanasia method, advanced approval must be obtained from the Committee. 

A. Asphyxiation with Carbon Dioxide 

This technique may be used for mice, rats and guinea pigs. 

1 . Connect the asphyxiation chamber to the carbon dioxide tank. Place the inlet 
at the bottom of the chamber and the outlet at the top. 

2. Place the lid on the chamber and run the gas for 2-3 minutes so the chamber 
atmosphere is nearly pure carbon dioxide (60% is the required minimum). 

3. Gently lift the lid and lower the animal into the chamber. It is important that the 
chamber atmosphere be minimally disturbed. Replace the lid. 

4. Respiration should cease within 45 seconds. Leave the animal in the chamber 
for 2-3 minutes after breathing has ceased. 

5. Remove the animal from the chamber and turn off the carbon dioxide. Clean 
the chamber 

B. Barbiturate Overdose 

This technique may be used for mice, rats and guinea pigs. Barbiturates are 
controlled substances available only from , The drug will be dispensed after 

all calculations have been checked and actual needs assessed. Students may 
euthanize animals by barbiturate overdose only in the immediate supervision of 


1. Prepare a solution of sodium pentobarbital in 0.9% sodium chloride. The 
concentration of this solution should be determined using the following 
guidelines: 

a. Total volume to be injected should be between 0.75 and 1.25 ml per 
150g body weight. 

b. Euthanizing (ip.) doses for: 


Mouse: 300 mg/kg 
Rat: 200 mg/kg 



Saint Vincent College 23-R-0068 

Guinea Pig: 100 mg/kg 

c. Note that sodium pentobarbital is not completely soluble in aqueous 
media at the concentrations you will be preparing. Therefore, expect the 
solutions to be slurries. 

2. Administer the appropriate dose intraperitoneally. Since the stock solution is 
slurry, be sure to thoroughly mix it immediately before drawing into the syringe. 

3. Return the animal to its cage and wait until breathing ceases. This typically 
requires only a few minutes. 

C. Cervical Dislocation 

This technique is only for immature rats (weanlings or younger) and mice. Do not 
attempt this technique without supervision. 

1. Lightly anaesthetize the animal with Isoflurane. 

2. Place the animal on a hard surface, belly down. 

3. Hold the base of the tail with one hand. Place the thumb and index finger of 
your other hand on either side of the neck at the base of the skull. 

3. Quickly pull the base of the tail such that the cervical vertebrae dislocate. 
Immediately check that the animal has ceased breathing. 

Following euthanasia, the carcass is to be tightly sealed in a plastic bag, and 
placed in the carcass freezer in the LSRL. The log taped to the top of the freezer is to 
be completed. 



Saint Vincent College -23-R-0068 


ASSURANCE STATEMENT 

Saint Vincent College follows professionally accepted standards regarding the care, treatment and 
use of animals. Specifically, we comply with Animal Welfare Act (and amendments), we follow the 
guidelines put forth in the “Guide for the Care and Use of Laboratory Animals” (published by the Animal 
Resources Program, NIH), and we follow the recommendations of the Panel on Euthanasia of the American 
Veterinary Medical Association. 

All research involving the use of animals is approved by the lACUC. When appropriate, the 
lACUC directs principal investigators to employ specific alternatives or modifications that reduce the use, 
pain or suffering of animals. We approve projects that are exceptions to the standards or regulations 
referred to above only after careful consideration of the scientific and ethical issues involved. 



1 Ilia lepuri is requireo by law (f use 2143). Failure to report according to the regulations can 
result in s^rl order to cedse and desist and to be subject to penalties as provided for in Section 211 

See attached form for 
additional information. 

Interagency Report Control fto.: 

UNITED STATES DEPARTMENT OF AGRICULTURE 
. ’ ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 23-R-0126 

CUSTOMER NUMBER: 37'| 

FORM APPROVED 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Summit Ridge Biosystems, Inc. 

Summit Ridge Farms 

Rd 1 - Box 131 1 

Susquehanna, PA 18847 " 

lOV 2 3 20W 


Telephone: (570) -756-2656 


1 3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) | 


0^^ (iSt (Xt>r9/^ facility locations ( Sites ) - See Atached Listing 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY i Attach additional sheets if necessary or use APHIS Form 7023A \ 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not yc 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 

Involving no pain, 
distress, or use o 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress In these animals and the reasc 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 


//5V 

66 


IStl^ 

5. Cats 


V'73 

j. 


^76' 

6. Guinea Pigs 






7. Hamsters 



I 



8. Rabbits 






9. Non-human Primates 






10. Sheep 






11. Pigs 





i 

I 

12. Other Farm Animals 



I 









13. Other Animals 

























j^ASSURMJCESTATEMEN^ 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, Including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual rest 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print ) 

DATE SIGNED 


APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88), which is obsolete.) 

( AUG 91 ) 




























ADDENDUM TO THE ANNUAL REPORT OF RESEARCH FACILITY 


November 19, 2004 
Assurance statements: 

Below is a summary of all such exemptions to the standards and regulations of the 
Animal Welfare Act. 

From October 1, 2003 to September 30, 2004, the following exemptions were 
approved by Summit Ridge Farms’ Institutional and Animal Care and Use 
Committee: 

Section 3.6 Primary Enclosures 

(b) Additional requirements for cats 
(3) Litter 

A litter exemption was approved 746 times for adult 
felines participating on stool quality, digestibility, 
and urine pH trials. The litter exemption was 
granted to eliminate the possibility of contamination 
of specimens in studies involving the collection of 
feces and/or urine. 


Section 3.9 Feeding 

(a) Diets must be uncontaminated, wholesome, palatable, and of 
sufficient quantity and nutritive value to maintain the normal 
condition and weight of the animal. 

An exemption to allow test diets for 
gestation/lactation studies and maintenance studies 
to be fed longer than six months past the milling 
date. The purpose of these studies is to prove the 
nutritional adequacy of the test diet on gestation and 
lactation or maintenance based on AAFCO feeding 
protocols. The exemption was approved 441 times 
for canines on gestation, lactation, and growth 
studies, 1 12 times for canines on maintenance 
studies, 80 times for canines on customized studies, 
and 24 times for felines on maintenance studies. 

This equals 633 times total for canines and 24 times 
total for felines. 



_ This resortjs reauired oy !aw (7 USC 2i-i3h Failure !o rspori according :o the regu.'atichs can See reverse s.de for ihteragency Reoort Control No 

" result n an order to cease and desist and to oe sufc)ect to penalties as orovioed ‘or .n Section 2150. additional information 013C-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. CUSTOMER NO. 

23-R-0126 371 

FORM approved 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) - 

2. HEADQUARTERS RESEARCH FACILITY [Name and Aaarsss. as registerea w/rn USDA. 
include Zip Code) 

SUMMIT RIDGE BIOSYSTEMS, INC. 

RD 1 - BOX 131 

SUSQUEHANNA, PA 18847 
(717) 756-2656 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or expenmentation, or held for these purposes. Attach additional 
sheets if necessary.) /JU- (jndfir 


Ff f 

FACILITY LOCATIONSfS/fes) 


See Attached Listing 


n-28-2001 RCVD 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic.analgesic. or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO, 

OF ANIMALS 

(Cols. C ♦ 

D + E) 

4. Dogs 





iZ./'Z-, 

5. Cats 


3Zo 

22 - 



6. Guinea Pigs 






7. Hamsters 






8. Rabbits 






9. Non-Human Primates 






10. Sheep 






11. Pigs 






12. Other Farm Animals 












13. Other Animals 


















— ' 







ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing dnjgs, pncr to, during, 
and following actual research, teaching, testing, surgery, or expenmentation were followed by this research facility. 

2) Each phncipal investigator has considered alternatives to painful procedures. 

3) Ttiis facility is adhenng to the standards and regulations under the Act, and it nas required that exceptions to the standards and regulations be specified and explained by the 
pnncipal investigatcr and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addit'on to identifying the lACUC-approved exceptions, this summary includes a bnef explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinanar 'or this research facility has appropnate authonty to ensure the provision of adequate vetennary care and to oversee the adequacy of other 
aspects of animat care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSJI OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 




















This report is required by law (7 DSC 2143), Failure to report according to the regulations can 
result in an ohJer to cease and desist and to be subject to penalties as provided for in Section 21! 


MDY Z smh 


See attached form for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


lams Company, The 
Paul F. lams Technical Center 
7250 Poe Avenue 
Dayton, OH 45414 


Telephone: (937) -415-8823 


Interagency Report Contrc 


1. CERTIFICATE NUMBER: 

31-R-0018 

CUSTOMER NUMBER: 

211 


FORM APPROVED 
OMB NO. 0579-0036 


■ 


3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


PlitJC 6571 St. RT 503 N Lewisburg facility locations ( Sites ) - See Atached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023A ) 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

4. Dogs 

10 

5. Cats 

10 

6. Guinea Pigs 

1 


7. Hamsters 


8. Rabbits 

9. Non-human Primates 

10. Sheep 

11. Pigs 

1 2. Other Farm Animals 


I 


13. Other Animals 


ASSURANCE STATEMENTS 


C. Number of 

D. Number of animals upon 

E. Number of animals upon which teaching, experiments. 

F. 

animals upon 

which experiments, 

research, surgery or tests were conducted involving 


which teaching, 

teaching, research. 

accompanying pain or distress to the animals and for wh 

TOTAL NUMBER 

OF ANIMALS 

research. 

surgery, or tests were 

the use of appropriate anesthetic, analgesic, or tranquiliz 

experiments, or 

conducted involving 

drugs would have adversely affected the procedures, res 

tests were 

accompanying pain or 

or interpretation of the teaching, research, experiments, 

( COLUMNS 

conducted 

distress to the animals an 

surgery, or tests. ( An explanation of the procedures 

involving no pain. 

for which appropriate 

producing pain or distress in these animals and the reasr 

C+D+E ) 

distress, or use a 

pain-relieving 

drugs. 

anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

such drugs were not used must be attached to this report 





























lams Pet Health and Nutrition Center 


Exception Summary 
Cage Requirements 

The canine metabolism protocol requires dogs to be temporarily housed in specially 
designed cages for the collection of urine and feces. Only one size cage is available and 
it provides nine square feet of floor space. This is adequate floor space for dogs thirty 
inches or less as measured from the tip of its nose to the base of the tail. The lACUC 
approved the temporary housing of dogs from thirty-one to forty-five inches for 
metabolism studies. Dogs within this range of length can comfortably stand, sit, turn- 
around and lie down, as well as urinate and defecate in a normal posture. Dogs above 
forty-five inches in length were not approved for use in the canine metabolism protocol. 


This report Is rsgulrsd by law (? USC 21 43) Failure to report according to the regulaUona can Set reverse side for Control No 

result In an order to cease and desist and to be subject lo penalties as provided for In Section 2150 additlonalinformatlon 0180>C)OA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1 REGISTRATION NO. 31.R-0021 
CUSTOMER NUMBER: 228 

FORM APPROVED 

OMB NO. aS79-003S 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and Addraas, aa raglatarad with USDA 

Inciuda Zip Coda) 

Battelle Memorial Institute 

505 King Avenue 

Columbus, OH 43201 

Telephone; (614)424-7444 

3. REPORTINO FACILITY (List all locations where animals were housed or used In aduoT resaarch, tasting, teaching, or axpertmentatlon, or held for theaa purpoaaa. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONS (Sites) 




A. 

Animala Covered 

By The Anime 

Wetfere Regulations 

B.Number of 
animala being 
bred, 

conditioned, or 
held for use In 
teaching, tasting, 
expenmants, 
research, or 
aurgsry but not 
yet used for such 
purposss 

C. Number of 
animals upon 
wNch leeching, 
tesssrch, 
experiments, or 
tests were 
conduded 
involving no 
pain, diaCreas. oi 
use of paln- 
relleving druga. 

O. Numbar ofanimals upon 
which axperlmanta, 
teaching, rssearch, 
surgery, or tests wars 
conducted Involving 
accompanying pain or 
disiresa to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranqulllzlng druga were 
used 

E, Number of animala upon which teaching 
experiments, research, surgery, or testa were 
conducted Involving acoompanylng pain or distress 
to the animals and for which tha use of appropriata 
anestheUe, analgesic, or tranquilldng drugs would 
have adversely affected the procedures, results, or 
Interpretation of the teaching, research, 
experiments, surgery, or teats. (4n expiarmtlon of 
tha pmeaduraa producing pain or diatraaa In thoaa 
animala and tha raaaona auoh druga wara notuaad 
muat ba attaohad lo thia raport) 

F, 

TOTAL NO 

OFANIMALS 

(Cols. C 

D + E) 

4. Dogs 


175 

152 


327 

5. Cats 




. 


0. Guinea Pigs 

114 

1,826 

1,083 

1,744 

4,653 

7. Hamsters 


73 


290 

363 

8. Rabbits 

110 

1,039 

1,057 

418 

2,514 

9. Non-human Primates 

37 

308 

81 

83 

472 

10. Sheep 






H .. Pifls 

5 

1 

27 


28 

12. Other Farm Animals 






Goat 


18 



18 

13 other Animals 

























^SSURANCESTATEMENTC 


1) Professionally acceptable standards governing the care, treatment, and use of animals including appropriate use of aneattiaac, analgesic, and tranqulllzlng drugs, prior to, during 

and following actual research, teaching, testing, surgery, or aiiperlmentatlon were followed by this research facility 

2) Each principal Investigator has oonsldared altametlvea to painful procedures. 

3) This facility Is adharlrtg to the standards and regulations under the Act, and It has required that axceptlona to the standards and regulations ba spadfled arrd axplainad by ths 
principal investigator arid approved by the Institutional Animal Cara and Use Committee (lACUC). A summary of all such axcepdone Is attached lo this annual report. In 
addWon tc) Identifying ths lACUC-approved exceptions, this summary indudes a brief explanation of the exoeptlone, as well ae the spadaa and numbar of animals Bflected. 


4) Tha attartding vstertnarlanfor this resaarch fadllty has appropriats authority to snsure tha provision of adsquata vatarinary cars and to oversea the adequacy of other aspects of 
animal care and use. 


CERTiFKiJATiON BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chlsf Exacutive Officer or Legally Rasponelble Institutional Official) 

1 certify that tiM abovt It tnia, coiract, and coinpl«to (7 U.S.C. Section 2143). 

SIGNATURE OF CEO OR INSTITLOlONAkOFFICIAL 

NAME a TITLE OF CEO OR INSTITUTIONAL OFFICIALfTVpe or Print) 

DATE SIGNED 


APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88) which la obsolete 
(AUO SI ) 









































Customer ID and Site Address: 


ID: 228 

Medical Research And 
Evaluation Facility 
State Route 142 
JM-1 and JM-3 
West Jefferson, OH 43162 
County: Madison 


Telephone 



Customer ID and Site Address: 


ID: 228 

505 King Avenue 
Columbus, OH 43201 
County: Franklin 


Telephone 



Summary of Exceptions to the Regulations or Standards 

A. Sanitization of Primary Enclosures 

1 . A two-day delay was granted to the cage change requirement. 

2. This delay was granted due to detectable isotope levels. 

3. Species: Primate 

4. Number of animals: 5 

B. Primary Enclosures 

1 . Three animals were socially housed instead of pairing to provide social housing for 
an odd numbered group. 

2. This social housing was done to promote species-typical behavior and enhance 
acclimation. 

3. Species: Primate 


4. 


Number of animals: 6 



Column E Explanation Form 


1 . Registration Number: 31-R-0021 

2. Number of animals used in these studies: 240 

3. Species (common name) of animals used in this study: Rabbit 

4. Explain the procedure producing pain and/or distress: 

Aerosol challenge. The challenge was performed using a muzzle-only exposure chamber. The animals were 
gently hand-held for the dosing. The dosing procedure itself is not painful but resultant infection may cause 
pain and/or distress. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound results. There 
are no known characterized, surrogate markers to predict mortality. Experienced staff veterinarians were on site 
to monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the basis that 
death is rapid following the onset of symptoms, and that the use of pain medications could mask the clinical 
appearance, affecting the experimental data. Animals exhibiting clinical signs or those which were moribund 
were euthanized to alleviate pain and distress. This data is critical to human safety in the event of human 
exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA CFR: NA 

Column E Explanation Form 

1 . Registration Number: 31-R-0021 

2. Number of animals used in this study: 63 

3. Species (common name) of animals used in this study: Rabbit 

4. Explain the procedure producing pain and/or distress: 

Subcutaneous challenge. The dosing procedure involved a subcutaneous injection which did not cause more 
than momentary pain or distress. The dosing procedure itself is not pamflil but resultant infection may cause 
pain and/or distress. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics, and sedatives could not be provided because it has the potential to mask or potentiate 
the effects of infection and confound results. There are no known characterized, surrogate markers to predict 
mortality. Experienced staff veterinarians and animal technicians were on site to monitor the study conduct and 
any animal welfare issues! Pain-relieving drugs are not used, on the basis that death is rapid following the onset 
of symptoms, and that the use of pain medications could mask the clinical appearance, affecting the 
experimental data. Animals exhibiting clinical signs or those which are found to be moribund were euthanized 
to alleviate pain and distress. This data is critical to human safety in the event of human exposure. 


6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA CFR: NA 

Column E Explanation Form 

1 . Registration Number: 31-R-0021 

2. Number of animals used in this study: ^ 

3. Species (common name) of animals used in this study: Rabbit 

4. Explain the procedure producing pain and/or distress: 

Intramuscular injection. The dosing procedure involved an injection which did not cause more than 
momentary pain or distress. The dosing procedure itself is not painful but resultant infection may cause pain 
and/or distress. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound results. There 
are no known characterized, surrogate markers to predict mortality. Experienced staff veterinarians were on site 
to monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the basis that 
death is rapid following the onset of symptoms, and that the use of pain medications could mask the clinical 
appearance, affecting the experimental data. Animals exhibiting clinical signs or those which were moribund 
were euthanized to alleviate pain and distress. This data is critical to human safety in the event of human 
exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA CFR: NA 

Column E Explanation Form 

1 . Registration Number: 31-R-0021 

2. Number of animals used in this study: 929 

3. Species (common name) of animals used in this study: Guinea Pie 
Explain the procedure producing pain and/or distress: 

4. Intramuscular and intradermal injection. The dosing procedure involved an injection which did not cause more 
than momentary pain or distress. The resultant infection may cause pain and/or distress. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determme that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound results. There 
are no known characterized, surrogate markers to predict mortality. Experienced staff veterinarians were on site 
to monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the basis that 
death is rapid following the onset of symptoms, and that the use of pain medications could mask the clinical 
appearance, affecting the experimental data. Animals exhibiting clinical signs or those which were moribund 



were euthanized to alleviate pain and distress. This data is critical to human safety 
exposure, 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code 
(CFR) title number and the specific section number: 

Agency: NA CFR: NA 

Column E Explanation Form 

1 . Registration Number: 31-R-0021 

2. Number of animals used in this study: 313 

3. Species (common name) of animals used in this study: Guinea Pig 

4. Explain the procedure producing pain and/or distress: 

Intraperitoneal challenge of toxins. The dosing procedure involved an injection which did not cause more than 
momentary pain or distress. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics cannot be used to alleviate distress as they also act as respiratory depressants that could potentiate 
the toxic action of the test agent. Opioid analgesics and barbiturate sedative-hypnotics both can cause 
respiratory depression. Benzodiazepines have fewer effects on respiration but have been shown to have 
substantial respiratory interactions when used in combination with neuroleptic agents. Because of these side 
effects, anesthetics, analgesics and sedatives could potentiate the toxicological effects of these toxins. As it is 
difficult to judge the amount of pain or distress involved with toxicity in animals, it is assumed that pain and /or 
stress are present. The Study Director has consulted with the Study Veterinarian in the planning of all 
procedures involving unalleviated pain. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA CFR: NA 

Column E Explanation Form 

1 . Registration Number: 31-R-0021 

2. Number of animals used in this study: 290 

3. Species (common name) of animals used in this study: Hamster 

4. Explain the procedure producing pain and/or distress: 

Subcutaneous challenge. The dosing procedure involved a subcutaneous injection which did not cause more 
than momentary pain or distress. The dosing procedure itself is not painful but resultant infection may cause 
pain and/or distress. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 


in the event of human 


of Federal Regulations 



Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound results. There 
are no known characterized, surrogate markers to predict mortality. Experienced staff veterinarians were on site 
to monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the basis that 
death is rapid following the onset of symptoms, and that the use of pain medications could mask the clinical 
appearance, affecting the experimental data. Animals exhibiting clinical signs or those which were moribund 
were euthanized to alleviate pain and distress. This data is critical to human safety in the event of human 
exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number; 

Agency; NA CFR; NA 

Column E Explanation Form 

1 . Registration Number; 31-R-0021 

2. Number of animals used in this study; 28 

3. Species (common name) of animals used in this study; Rabbit 

4. Explain the procedure producing pain and/or distress; 

Subcutaneous challenge. The dosing procedure involved a subcutaneous injection which did not cause more 
than momentary pain or distress. The dosing procedure itself is not painful but resultant infection may cause 
pain and/or distress. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound results. There 
are no known characterized, surrogate markers to predict mortality. Experienced staff veterinarians were on site 
to monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the basis that 
death is rapid following the onset of symptoms, and that the use of pain medications could mask the clinical 
appearance, affecting the experimental data. Animals exhibiting clinical signs or those which were moribund 
were euthanized to alleviate pain and distress. This data is critical to human safety in the event of human 
exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number; 

Agency; NA CFR; NA 

Column E Explanation Form 

1. Registration Number; 31-R-0021 

2. Number of animals used in this study: 18 

3. Species (common name) of animals used in this study: Cvnomolgus macaque 

4. Explain the procedure producing pain and/or distress; 

Aerosol challenge. The challenge was performed under Telazol® anesthesia using a head-only exposure 
chamber. The dosing procedure itself is not painful but resultant infection may cause pain and/or distress. 



5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound results. There 
are no known characterized, surrogate markers to predict mortality. Experienced staff veterinarians were on site 
to monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the basis that 
death is rapid following the onset of symptoms, and that the use of pain medications could mask the clinical 
appearance, affecting the experimental data. Animals exhibiting clinical signs or those which were moribund 
were euthanized to alleviate pain and distress. This data is critical to human safety in the event of human 
exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA CFR: 21 Part 58 

Column E Explanation Form 

1. Registration Number: 31-R-0021 

2. Number of animals used in this study: 3 

3. Species (common name) of animals used in this study: Rhesus macaques 

4. Explain the procedure producing pain and/or distress: 

Aerosol challenge. The challenge was performed under Telazol® anesthesia using a head-only exposure 
chamber. The dosing procedure itself is not painful but resultant infection may cause pain and/or distress. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics, and sedatives could not be provided because it had the potential to mask or potentiate 
the effects of infection and confound results. There are no known characterized, surrogate markers to predict 
mortality. Experienced staff veterinarians and animal technicians were on site to monitor the study conduct and 
any animal welfare issues. Pain-relieving drugs are not used, on the basis that death is rapid following the onset 
of symptoms, and that the use of pain medications could mask the clinical appearance, affecting the 
experimental data. Animals exhibiting clinical signs or those which are found to be moribund were euthanized 
to alleviate pain and distress. This data is critical to human safety in the event of human exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA CFR: NA 

Column E Explanation Form 

1 . Registration Number: 31-R-0021 

2. Number of animals used in this study: 502 

3. Species (common name) of animals used in this study: Guinea Pig 

4. Explain the procedure producing pain and/or distress: 



Intradermal injection. The dosing procedure involved an injection which did not cause more than momentary 
pain or distress. The dosing procedure itself is not painful but resultant infection may cause pain and/or distress 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound results. There 
are no known characterized, surrogate markers to predict mortality. Experienced staff veterinarians were on site 
to monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the basis that 
death is rapid following the onset of symptoms, and that the use of pain medications could mask the clinical 
appearance, affecting the experimental data. Animals exhibiting clinical signs or those which were moribund 
were euthanized to alleviate pain and distress. This data is critical to human safety in the event of human 
exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA CFR: NA 

Column E Explanation Form 

1 . Registration Number: 31-R-0021 

2. Number of animals used in this study: 13 

3. Species (common name) of animals used in this study: Rhesus macaques 

4. Explain the procedure producing pain and/or distress: 

Aerosol challenge. The challenge was performed under Telazol® anesthesia using a head-only exposure 
chamber. The dosing procedure itself is not painful but resultant infection may cause pain and/or distress. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics, and sedatives could not be provided because it had the potential to mask or potentiate 
the effects of infection and confound results. There are no known characterized, surrogate markers to predict 
mortality. Experienced staff veterinarians and animal technicians were on site to monitor the study conduct and 
any animal welfare issues. Pain-relieving drugs are not used, on the basis that death is rapid following the onset 
of symptoms, and that the use of pain medications could mask the clinical appearance, affecting the 
experimental data. Animals exhibiting clinical signs or those which are found to be moribimd were euthanized 
to alleviate pain and distress. This data is critical to human safety in the event of human exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA CFR: NA 

Column E Explanation Form 

1. Registration Number: 31-R-0021 

2. Number of animals used in this study: 28 

3. Species (common name) of animals used in this study: Cvnomolgus macaque 



4. Explain the procedure producing pain and/or distress: 

The threat posed by highly toxic compounds and the efficacy of therapy for potential agents was to be evaluated 
in cynomolgus macaques. Compounds were injected intramuscularly. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

To estimate the toxicity in man and to determine the efficacy of current therapy, it is necessary to use a species 
of animal known to respond to such agents and therapy in a manner similar to that of man. Toxicity may be due 
to local effects or to central nervous system effects. The use of any compound that alters function or perception 
in the central nervous system could increase or decrease the morbidity or mortality and dramatically affect the 
results of this experiment. There are no known characterized, surrogate markers to predict mortality. 
Experienced staff veterinarians were on site to monitor the study conduct and any animal welfare issues. 
Animals that were moribund were euthanized to relieve pain and distress. These data are critical to human 
safety in the event of human exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: CFR: NA 

Column E Explanation Form 

1 . Registration Number: 31-R-QQ21 

2. Number of animals used in this study: 5 

3. Species (common name) of animals used in this study: Rhesus macaque 

4. Explain the procedure producing pain and/or distress: 

To estimate physiological effects in human beings, rhesus monkeys were dosed intramuscularly to determine 
physiological effects of two unidentified compounds. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

To estimate the physiological effects in man of unidentified compounds and to determine the efficacy of 
therapy, it is necessary to use a species of animal known to respond to compounds and therapy in a maimer 
similar to that of man. No mortality resulted, but clinical signs were observed. Anesthetics, analgesics and 
tranquilizers would have interfered with the physiological effects of these confounds. Diazepam was used in 
two animals after compound injection to determine its effect. Experienced staff veterinarians were on site to 
monitor the study conduct and any animal welfare issues. These data are critical to human safety in the event of 
exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 


Agency: NA 


CFR: NA 
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Summary of Exceptions to the Regulations or Standards 

A. Sanitization of Primary Enclosures 

(1) 1 . A four day delay was granted to the cage change requirement. The cages were cleaned 

twice daily as per standard procedure. 

2. This delay was granted due to animal transfer to new room to minimize additional animal 
handling. 

3. Species; Primate 

4. Number of animals: 29 

(2) 1 . A one day delay was granted to the cage change requirement. The cages were cleaned 

twice daily as per standard procedure. 

2. This delay was granted due to animal transfer to new room to minimize additional animal 
handling. 

3. Species: Dog 

4. Number of animals: 12 

(3) 1 . A one day delay was granted to the cage change requirement. The cages were cleaned 

twice daily as per standard procedure. 

2. This delay was granted due to radiotelemetry data collection in close proximity. 

3. Species: Primate 

4. Number of animals: 28 

B. Primary Enclosures 

1 . Three animals were socially housed instead of pairing to provide social housing for an odd 
numbered group. 

2. This social housing was done to promote species-typical behavior and enhance acclimation. 

3. Species: Primate 


4. 


Number of animals: 6 



( 


C. Dog Exercise 

1 . Exceptions were granted to the dog exercise plan. 

2. These exceptions were granted for scientific reasons, 
a. Telemetry Studies 

The dogs had been instrumented with telemetry transmitters for the cardiovascular data 
collection. Data could only be collected while animals resided in their home cages. Exercise 
activity would have interfered with data collection and would have confounded data analysis. 
This baseline and study monitoring occurred while the animals had unrestricted activity within 
their home cages. These exemptions were of short duration (typically 2 to 3 weeks). 

3. Species: Dog 

4. Number of animals used: 38 

D. Second Major Operative Procedure 

1 . Two cynomolgus monkeys underwent a second major operative procedure to remove previously 
implanted radiotelemetry transmitters. This procedure was lACUC approved and USDA approved. 

2. The second operative procedure to remove the radiotransmitter allowed for the monkeys to be 
donated to a breeding facility. In addition, removal of the transmitters avoided long-term medical 
complications that may occur with implanted foreign material. 

3. Species: Primate (cynomolgus) 

4. Number of animals: 2 



Column E Explanation Form 


1 . Registration Number: 31-R-0021 

2. Number of animals used in these studies: 255 

3. Species (common name) of animals used in this study: Rabbit 

4. Explain the procedure producing pain and/or distress: 

Aerosol challenge. The challenge was performed using a muzzle-only exposure chamber. The animals were 
gently hand-held for the dosing. The dosing procedure itself is not painfiil but resultant infection may cause 
pain and/or distress. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief wo uld interfere with test results. 

Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound results. There 
are no known characterized, surrogate markers to predict mortality. Experienced staff veterinarians were on site 
to monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the basis that 
death is rapid following the onset of symptoms, and that the use of pain medications could mask the clinical 
appearance, affecting the experimental data. Animals exhibiting clinical signs or those which were moribund 
were euthanized to alleviate pain and distress. This data is critical to human safety in the event of human 
exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: FDA 

CFR: As appropriate, study conducted under Title 21, Food and Drugs, specifically, 21CFR.314.610, approval 
based on evidence of effectiveness from studies in animals (under subpart I~approval of new drugs when 
human efficacy studies are not ethical or feasible), and 21CFR601.91, approval based on evidence of 
effectiveness from studies in animals (under subpart H— approval of biological products when human efficacy 
studies are not ethical or feasible). 


Column E Explanation Form 

1 . Registration Number: 31-R-QQ21 

2. Number of animals used in this study: 221 

3. Species (common name) of animals used in this study: Guinea Pig 
Explain the procedure producing pain and/or distress: 

4. Intramuscular and intradermal injection. The dosing procedure involved an injection which did not cause more 
than momentary pain or distress. The resultant infection may cause pain and/or distress. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 


( 



Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound results. There 
are no known characterized, surrogate markers to predict mortality. Experienced staff veterinarians were on site 
to monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the basis that 
death is rapid following the onset of symptoms, and that the use of pain medications could mask the clinical 
appearance, affecting the experimental data. Animals exhibiting clinical signs or those which were moribund 
were euthanized to alleviate pain and distress. This data is critical to human safety in the event of human 
exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: FDA 

CFR As appropriate, study conducted under Title 21, Food and Drugs, specifically, 21CFR.314.610, approval 
based on evidence of effectiveness from studies in animals (under subpart I~approval of new drugs when 
human efficacy studies are not ethical or feasible), and 21CFR601.91, approval based on evidence of 
effectiveness from studies in animals (under subpart H— approval of biological products when human efficacy 
studies are not ethical or feasible). 


Column E Explanation Form 

1 . Registration Number: 31-R-0021 

2. Number of animals used in this study: 10 

3. Species (common name) of animals used in this study: Guinea Pig 

4. Explain the procedure producing pain and/or distress: 

Intramuscular challenge of toxins. The dosing procedure involved an injection which did not cause more than 
momentary pain or distress. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics and sedatives may potentate the effects of infection and could confound results. There 
are no known characterized, surrogate markers to predict mortality. Experienced staff veterinarians were on site 
to monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the basis that 
death is rapid following the onset of symptoms, and that the use of pain medications could mask the clinical 
appearance, affecting the experimental data. Animals exhibiting clinical signs or those which were moribund 
were euthanized to alleviate pain and distress. This data is critical to human safety in the event of human 
exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA CFR: NA 


Column E Explanation Form 

1 . Registration Number: 3 1 -R-002 1 

2. Number of animals used in this study: 108 



3. Species (common name) of animals used in this study: Guinea Pig 

4. Explain the procedure producing pain and/or distress: 

Subcutaneous injection. The dosing procedure involved an injection which did not cause more than momentary 
pain or distress. The dosing procedure itself is not painful but resultant infection may cause pain and/or distress 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound results. There 
are no known characterized, surrogate markers to predict mortality. Experienced staff veterinarians were on site 
to monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the basis that 
death is rapid following the onset of symptoms, and that the use of pain medications could mask the clinical 
appearance, affecting the experimental data. Animals exhibiting clinical signs or those which were moribund 
were euthanized to alleviate pain and distress. This data is critical to human safety in the event of human 
exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: FDA 

CFR: As appropriate, study conducted under Title 21, Food and Drugs, specifically, 21CFR.314.610, approval 
based on evidence of effectiveness from studies in animals (under subpart I-approval of new drugs when 
human efficacy studies are not ethical or feasible), and 21CFR601.91, approval based on evidence of 
effectiveness from studies in animals (under subpart H— approval of biological products when human efficacy 
studies are not ethical or feasible). 


Column E Explanation Form 

1 . Registration Number: 31-R-0021 

2. Number of animals used in this study: 58 

3. Species (common name) of animals used in this study: Guinea Pig 

4. Explain the procedure producing pain and/or distress: 

To estimate physiological effects in human beings, guinea pigs were exposed to aerosols, or contaminated 
surfaces, or injected subcutaneously to determine physiological effects of unidentified compounds. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

To estimate the physiological effects in man, guinea pigs were exposed to unidentified compounds. It is 
necessary to use a species of animal known to respond to compounds in a manner similar to that of man. 
Anesthetics, analgesics and tranquilizers would have interfered with the physiological effects of these 
compounds. Experienced staff veterinarians were on site to monitor the study conduct and any animal welfare 
issues. These data are critical to human safety in the event of exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 


Agency: NA 


CFR: NA 



Column E Explanation Form 


1. Registration Number: 31-R-0021 

2. Number of animals used in this study: 32 

3. Species (common name) of animals used in this study: Rhesus macaques 

4. Explain the procedure producing pain and/or distress: 

Aerosol challenge. The challenge was performed under Telazol® anesthesia using a head-only exposure 
chamber. The dosing procedure itself is not painful but resultant infection may cause pain and/or distress. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics, and sedatives could not be provided because it had the potential to mask or potentiate 
the effects of infection and confound results. There are no known characterized, surrogate markers to predict 
mortality. Experienced staff veterinarians and animal technicians were on site to monitor the study conduct and 
any animal welfare issues. Pain-relieving drugs are not used, on the basis that death is rapid following the onset 
of symptoms, and that the use of pain medications could mask the clinical appearance, affecting the 
experimental data. Animals exhibiting clinical signs or those which are found to be moribund were euthanized 
to alleviate pain and distress. This data is critical to human safety in the event of human exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: FDA 

CFR: As appropriate, study conducted under Title 21, Food and Dmgs, specifically, 21CFR.314.610, approval 
based on evidence of effectiveness from studies in animals (under subpart I— approval of new drugs when 
human efficacy studies are not ethical or feasible), and 21CFR601.91, approval based on evidence of 
effectiveness from studies in animals (under subpart H— approval of biological products when human efficacy 
studies are not ethical or feasible). 


Column E Explanation Form 

1 . Registration Number: 31-R-0021 

2. Number of animals used in this study: 1 0 

3. Species (common name) of animals used in this study: Cynomolgus macaques 

4. Explain the procedure producing pain and/or distress: 

Aerosol challenge. The challenge was performed under Telazol® anesthesia using a head-only exposure 
chamber. The dosing procedure itself is not painful but resultant infection may cause pain and/or distress. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics, and sedatives could not be provided because it had the potential to mask or potentiate 
the effects of infection and confound results. There are no known characterized, surrogate markers to predict 



mortality. Experienced staff veterinarians and animal technicians were on site to monitor the study conduct and 
any animal welfare issues. Pain-relieving drugs are not used, on the basis that death is rapid following the onset 
of symptoms, and that the use of pain medications could mask the clinical appearance, affecting the 
experimental data. Animals exhibiting clinical signs or those which are found to be moribund were euthanized 
to alleviate pain and distress. This data is critical to human safety in the event of human exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: FDA 

CFR: As appropriate, study conducted under Title 21, Food and Drugs, specifically, 21CFR.314.610, approval 
based on evidence of effectiveness from studies in animals (under subpart I~approval of new drugs when 
human efficacy studies are not ethical or feasible), and 21CFR601.91, approval based on evidence of 
effectiveness from studies in animals (under subpart H— approval of biological products when human efficacy 
studies are not ethical or feasible). 


Column E Explanation Form 

1 . Registration Number: 31-R-0021 

2. Number of animals used in this study; 2 

3. Species (common name) of animals used in this study: Cynomolgus macaque 

4. Explain the procedure producing pain and/or distress: 

A prophylactic for organophosphorus compound intoxication was evaluated. Compounds were injected 
intramuscularly. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

To determine the efficacy of a proposed prophylactic, it is necessary to use a species of animal known to 
respond to toxic agents and therapy in a manner similar to that of man. Toxicity may be due to local effects or 
to central nervous system effects. The use of any compound that alters function or perception in the central 
nervous system could increase or decrease the morbidity or mortality and dramatically affect the results of this 
experiment. There are no known characterized, surrogate markers to predict mortality. Experienced staff 
veterinarians were on site to monitor the study conduct and any animal welfare issues. Animals that were 
moribund were euthanized to relieve pain and distress. These data are critical to human safety in the event of 
human exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA CFR: NA 


Column E Explanation Form 

1 . Registration Number: 31-R-0021 

2. Number of animals used in this study: 50 

3. Species (common name) of animals used in this study: Cynomolgus macaque 





4. Explain the procedure producing pain and/or distress: 

The threat posed by highly toxic compounds and the efficacy of therapy for potential agents was to be 
evaluated. Compounds were injected intramuscularly. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

To estimate the toxicity in man and to determine the efficacy of current therapy, it is necessary to use a species 
of animal known to respond to such agents and therapy in a manner similar to that of man. Toxicity may be due 
to local effects or to central nervous system effects. The use of any compound that alters function or perception 
in the central nervous system could increase or decrease the morbidity or mortality and dramatically affect the 
results of this experiment. There are no known characterized, surrogate markers to predict mortality. 
Experienced staff veterinarians were on site to monitor the study conduct and any animal welfare issues. 
Animals that were moribund were euthanized to relieve pain and distress. These data are critical to human 
safety in the event of human exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 

Agency: NA CFR: NA 


Column E Explanation Form 

1 . Registration Number: 31-R-0Q21 

2. Number of animals used in this study: 3 

3. Species (common name) of animals used in this study: Rhesus macaque 

4. Explain the procedure producing pain and/or distress: 

To estimate physiological effects in human beings, rhesus monkeys were dosed intramuscularly to determine 
physiological effects of two unidentified compounds. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. 

To estimate the physiological effects in man of unidentified compounds and to determine the efficacy of 
therapy, it is necessary to use a species of animal known to respond to compounds and therapy in a manner 
similar to that of man. No mortality resulted, but clinical signs were observed. Anesthetics, analgesics and 
tranquilizers would have interfered with the physiological effects of these compounds. Experienced staff 
veterinarians were on site to monitor the study conduct and any animal welfare issues. These data are critical to 
human safety in the event of exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal Regulations 
(CFR) title number and the specific section number: 


Agency: NA 


CFR: NA 



Column E Explanation Form 


1 . Registration Number: 31-R-0021 

2. Number of animals used in this study: 221 

3. Species (common name) of animals used in this study: Guinea Pig 

4. Explain the procedure producing pain and/or distress: Intramuscular and intradermal injection. The 
dosing procedure involved an injection with bacterial spores which did not cause more than 
momentary pain or distress. The resultant bacterial infection may cause pain and/or distress. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound 
results. There are no known characterized, surrogate markers to predict mortality. Experienced staff 
veterinarians were on site to monitor the study conduct and any animal welfare issues. Pain-relieving 
drugs are not used, on the basis that death is rapid following the onset of symptoms, and that the use of 
pain medications could mask the clinical appearance, affecting the experimental data. Animals 
exhibiting clinical signs or those which were moribund were euthanized to alleviate pain and distress. 
These data are critical to human safety in the event of human exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number: 

Agency: FDA 

CFR: As appropriate, study conducted under Title 21, Food and Drugs, specifically, 21CFR.314.610, 
approval based on evidence of effectiveness from studies in animals (under subpart I— approval of new 
dmgs when human efficacy studies are not ethical or feasible), and 21CFR601.91, approval based on 
evidence of effectiveness from studies in animals (under subpart H— approval of biological products 
when human efficacy studies are not ethical or feasible). 


Column E Explanation Form 

1 . Registration Number: 31-R-0021 

2. Number of animals used in this study: 10 

3. Species (common name) of animals used in this study: Guinea Pig 

4. Explain the procedure producing pain and/or distress: Intramuscular challenge of toxins. The dosing 
procedure involved an injection of a bacterial toxin solution which did not cause more than momentary 
pain or distress. The resultant toxicity may cause pain and/or distress. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics and sedatives may potentate the effects of infection and could confound results. 
There are no known characterized, surrogate markers to predict mortality. Experienced staff 
veterinarians were on site to monitor the study conduct and any animal welfare issues. Pain-relieving 
dmgs are not used, on the basis that death is rapid following the onset of symptoms, and that the use of 
pain medications could mask the clinical appearance, affecting the experimental data. Animals 



exhibiting clinical signs or those which were moribund were euthanized to alleviate pain and distress. 
These data are critical to human safety in the event of human exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number: 

Agency: RA CFR: NA 


Column E Explanation Form 

1 . Registration Number: 3 1 -R-002 1 

2. Number of animals used in this study: 108 

3. Species (common name) of animals used in this study: Guinea Pig 

4. Explain the procedure producing pain and/or distress: Intramuscular and intradermal injection. The 
dosing procedure involved an injection with bacterial spores which did not cause more than 
momentary pain or distress. The resultant bacterial infection may cause pain and/or distress. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics and sedatives may potentiate the effects of infection and could confound 
results. There are no known characterized, surrogate markers to predict mortality. Experienced staff 
veterinarians were on site to monitor the study conduct and any animal welfare issues. Pain-relieving 
drugs are not used, on the basis that death is rapid following the onset of symptoms, and that the use of 
pain medications could mask the clinical appearance, affecting the experimental data. Animals 
exhibiting clinical signs or those which were moribund were euthanized to alleviate pain and distress. 
These data are critical to human safety in the event of human exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number: 

Agency: FDA 

CFR: As appropriate, study conducted under Title 21, Food and Dmgs, specifically, 21CFR.314.610, 
approval based on evidence of effectiveness from studies in animals (under subpart I— approval of new 
drugs when human efficacy studies are not ethical or feasible), and 21CFR601.91, approval based on 
evidence of effectiveness from studies in animals (under subpart H— approval of biological products 
when human efficacy studies are not ethical or feasible). 

Column E Explanation Form 

1 . Registration Number: 31 -R-002 1 

2. Number of animals used in this study: 32 

3. Species (common name) of animals used in this study: Rhesus macaques 

Explain the procedure producing pain and/or distress: Aerosol challenge with bacterial spores. The 
challenge was performed under Telazol® anesthesia using a head-only exposure chamber. The 
challenge procedure itself is not painful but resultant bacterial infection may cause pain and/or distress. 


4 . 


( 


( 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics, and sedatives could not be provided because it had the potential to mask or 
potentiate the effects of infection and confound results. There are no known characterized, surrogate 
markers to predict mortality. Experienced staff veterinarians and animal technicians were on site to 
monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the 
basis that death is rapid following the onset of symptoms, and that the use of pain medications could 
mask the clinical appearance, affecting the experimental data. Animals exhibiting clinical signs or 
those which are found to be moribund were euthanized to alleviate pain and distress. These data are 
critical to human safety in the event of human exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number: 

Agency: FDA 

CFR: As appropriate, study conducted under Title 21, Food and Drugs, specifically, 21CFR.314.610, 
approval based on evidence of effectiveness from studies in animals (under subpart I— approval of new 
drugs when human efficacy studies are not ethical or feasible), and 21CFR601.91, approval based on 
evidence of effectiveness from studies in animals (under subpart H-approval of biological products 
when human efficacy studies are not ethical or feasible). 


Column E Explanation Form 

1. Registration Number: 31-R-0Q21 

2. Number of animals used in this study: 10 

3. Species (common name) of animals used in this study: Cynomolgus macaques 

4. Explain the procedure producing pain and/or distress: Aerosol challenge with bacterial spores. The 
challenge was performed under Telazol® anesthesia using a head-only exposure chamber. The 
challenge procedure itself is not painful but resultant bacterial infection may cause pain and/or distress. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

Anesthetics, analgesics, and sedatives could not be provided because it had the potential to mask or 
potentiate the effects of infection and confound results. There are no known characterized, surrogate 
markers to predict mortality. Experienced staff veterinarians and animal technicians were on site to 
monitor the study conduct and any animal welfare issues. Pain-relieving drugs are not used, on the 
basis that death is rapid following the onset of symptoms, and that the use of pain medications could 
mask the clinical appearance, affecting the experimental data. Animals exhibiting clinical signs or 
those which are found to be moribund were euthanized to alleviate pain and distress. These data are 
critical to human safety in the event of human exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number: 

Agency: FDA 

CFR: As appropriate, study conducted under Title 21, Food and Drugs, specifically, 2 1CFR.3 14.610, 
approval based on evidence of effectiveness from studies in animals (under subpart I— approval of new 
drugs when human efficacy studies are not ethical or feasible), and 21CFR601.91, approval based on 



( 


evidence of effectiveness from studies in animals (under subpart H— approval of biological products 
when human efficacy studies are not ethical or feasible). 


Column E Explanation Form 

1 . Registration Number: 31-R-0021 

2. Number of animals used in this study: 2 

3. Species (common name) of animals used in this study: Cynomolgus macaque 

4. Explain the procedure producing pain and/or distress: A prophylactic for organophosphorus 
compound intoxication was evaluated. Compounds were injected intramuscularly. Animals were 
injected with human butyrylcholinesterase hours prior to injection of an organophosphorus compound 
to determine efficacy of such treatment in preventing toxicity. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

To determine the efficacy of a proposed prophylactic, it is necessary to use a species of animal known 
to respond to toxic agents and therapy in a manner similar to that of man. Toxicity may be due to local 
effects or to central nervous system effects. The use of any compound that alters function or 
perception in the central nervous system could increase or decrease the morbidity or mortality and 
dramatically affect the results of this experiment. There are no known characterized, surrogate 
markers to predict mortality. Experienced staff veterinarians were on site to monitor the study conduct 
and any animal welfare issues. Animals that were moribund were euthanized to relieve pain and 
distress. These data are critical to human safety in the event of human exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number: 

Agency: NA CFR: NA 


Column E Explanation Form 

1 . Registration Number: 31-R-0021 

2. Number of animals used in this study : 50 

3. Species (common name) of animals used in this study: Cynomolgus macaque 

4. Explain the procedure producing pain and/or distress: The threat posed by highly toxic compounds 
and the efficacy of therapy for potential agents was to be evaluated. Compounds were injected 
intramuscularly. Various oximes, in conjunction with an antimuscarinic and an anxiolytic, were tested 
for efficacy in treatment of intoxication with an anticholinesterase compound. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

To estimate the toxicity in man and to determine the efficacy of current therapy, it is necessary to use a 
species of animal known to respond to such agents and therapy in a manner similar to that of man. 
Toxicity may be due to local effects or to central nervous system effects. The use of any compound 
that alters function or perception in the central nervous system could increase or decrease the 
morbidity or mortality and dramatically affect the results of this experiment. There are no known 



characterized, surrogate markers to predict mortality. Experienced staff veterinarians v^ere on site to 
monitor the study conduct and any animal welfare issues. Animals that were moribund were 
euthanized to relieve pain and distress. These data are critical to human safety in the event of human 
exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number; 

Agency: RA CFR; NA 


Column E Explanation Form 

1 . Registration Number: 31-R-0021 

2. Number of animals used in this study: 3 

3. Species (common name) of animals used in this study: Rhesus macaque 

4. Explain the procedure producing pain and/or distress: To estimate physiological effects in human 
beings, rhesus monkeys were dosed intramuscularly to determine physiological effects of two 
unidentified compounds, one of which is reported to be an emetic. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. 

To estimate the physiological effects in man of unidentified compounds and to determine the efficacy 
of therapy, it is necessary to use a species of animal known to respond to compounds and therapy in a 
manner similar to that of man. No mortality resulted, but clinical signs were observed. Anesthetics, 
analgesics and tranquilizers would have interfered with the physiological effects of these compounds. 
Experienced staff veterinarians were on site to monitor the study conduct and any animal welfare 
issues. These data are critical to human safety in the event of exposure. 

6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number: 


Agency: NA 


CFR: NA 




This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in ''n order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 

31-R-0026 


CUSTOMER NO. 

232 


Interagency Report Control No 
0180-DOA-AN 


FORM APPROVED 
OMB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2, HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

BOWLING GREEN STATE UNIVERSITY 
120MCFALL CENTER 
BOWLING GREEN, OH 43403 
(419) 372-7710 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or expehmentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONS(s/fes) 


See Attached Listing 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets If necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
expenments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
expenments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
Interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 

D + E) 


4. Dogs 



ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4 ) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of amrifal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


OR INSTITUTIONAL OFFICJAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 


signaturb-of C. 




Aphis FOfiM 7023 
(AUG 91 ) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 






















APHIS Form 7023 Site List 

The following sites have been reported by the facility. 


Registration Number: 31-R-0026 
Customer Number: 232 

Facility: BOWLING GREEN STATE UNIVERSITY 

120 MCFALL CENTER 
BOWLING GREEN, OH 43403 
(419) 372-7710 


LIFE SCIENCE ANNEX 
102 LIFE SCIENCE BLDG. 

BOWLING GREEN STATE UNIVERSITY 
BOWLING GREEN, OH 43403 


BEHAVIORAL NEUROSCIENCE ANIMAL FACILITY 
PSYCHOLOGY BLDG. 

BOWLING GREEN STATE UNIVERSITY 
BOWLING GREEN, OH 43403 


ECOLOGY AND ETHOLOGY RESEARCH STATION 
MERCER ROAD 

BOWLING GREEN STATE UNIVERSITY 
BOWLING GREEN, OH 43403 


HERPETARIUM 
1 1 1 LIFE SCIENCE BLDG. 

BOWLING GREEN STATE UNIVERSITY 
..BOWLING GREEN, OH 43403 


SENSORY ECOLOGY WET LAB 
211 LIFE SCIENCE BLDG. 

BOWLING GREEN STATE UNIVERSITY 
BOWLING GREEN, OH 43403 




This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result ^n an order to cease and desist and to be subject to penalties as provided for In Section 21 1 


See attached form for 
additional information. 


PEC 


Report Control No.: 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


1. CERTIFICATE NUMBER: 31-R_0030 
CUSTOMER NUMBER: 224 


FORM APPROVED 
0MB NO. 0579-0036 


Div is ion Q^Res e arc h & Gra d. 

t94~MaGC-Annfix 

KentreH-44242 

Tolepbo n o : (21 6 ) 6 72 266 0 


KentStateUniversity 
Div.ofResearch&Grad 
125 Auditorium 
Kent, Ohio 4A2A2 
(216)672-2704 


3. REPORTING FACILITY ( List all locations where animals were housed or used In actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


Cunningham Hall facility locations { sites ) - see Atached Usting 


1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023A ) | 

A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ys 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use o' 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animais and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the reasr 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 






7. Hamsters 

2 6 6 


523 


523 

8. Rabbits 

8 


8 


8 

9. Non-human Primates 






10. Sheep 






11. Pigs 

0 


8 


8 

1 2. Other Farm Animais 












1 3. Other Animals 
























1 ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual rese 
teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report In addition to identifying the lACUC-approved exceptions, this summary inr 
brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 



CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 




NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Piirrt } 

DATE SIGNED 

IiM/ay 


7023 (Replaces VS FORM 18-23 (OCT 88). which is obsolete.) 

) 
































November 30, 2004 


KENT STATE 

UNIVERSITY 


United States Department of Agriculture 
920 Main Campus Drive 
Suite 200 

Raleigh, NC 27606-5213 

RE; Annual Report, Summary of Exceptions 
Certificate Number 31-R-0030 

To Whom It May Concern: 

Please find the enclosed Annual Report of Research Facility for the Cunningham Hall 
Animal Facility at Kent State University for the reporting period October 1, 2003 through 
September 30, 2004. 

The protocols listed below have cage changes slightly less frequently than normal due to 
the nature of the research (changed every 2 weeks). Fresh bedding is put in cages as 
needed on top of old bedding. Cage changing/cleaning has a dramatic phase-resetting 
effect on the circadian system. 

“Neurologic Regulation of the SCN Circadian Clock” 

Species: Syrian Hamsters 

# of Animals Affected: Approximately 400 over the course of a year with approximately 

20-30 affected at one time 

“Neurotransmitter Regulation of Circadian Rhythms” 

Species: Syrian Hamsters 

# of Animals Affected: Approximately 1 22 over the course of a year 

“Breeding and Evaluation of a Possible Spontaneous Circadian Rhythm 
Mutation in a Syrian Hamster Population ” 

Species: Syrian Hamster 

# of Animals Affected: Approximately 114 over the course of a year 
Sincerely. 


Division of Research and Graduate Studies 

(330) 672-2851 • Fax: (330) 672-2658 


Graduate Program Services 

(330) 672-2660 • Fax (330) 672-2658 
P.O. Box 5190 • Kent, Ohio 44242-0001 • http.V/www.kent.edu 


This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in i" order to cease and desist and to be subject to penalties as provided for in Section 2150, 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 

31-R-0066 


CUSTOMER NO. 

236 


Interagency Report Control No 
0180-DOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 
include Zip Code) 

YOUNGSTOWN STATE UNIVERSITY 
ONE UNIVERSITY PLAZA 
YOUNGSTOWN, OH 44555 
(330) 742-3091 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONS(s/fes) 


See Attached Listing 


NBOUOCM 


iMLCKWHiKCaa^TtilflVWI 


MAIN CAMPIB FPCIULTIES 
m PLAZA 


WARD BE0GHER HALL 4209 STATE ROUTE 44 

YCUNGSICWN, CH 44555 ROOISTOWN, Oi 44272 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 



B. Number of 

C. Number of 

D. Number of animals upon 

E. Number of animals upon which teaching. 

F. 


animals being 

animals upon 

which experiments. 

experiments, research, surgery or tests were 


Animals Covered 

bred. 

which teaching. 

teaching, research, 

conducted involving accompanying pain or distress 

TOTAL NO. 

By The Animal 

conditioned, or 

research. 

Surgery, or tests were 

to the animals and for which the use of appropriate 

OF ANIMALS 

Welfare Regulations 

held for use in 

experiments, or 

conducted involving 

anesthetic.analgesic, or tranquilizing drugs would 



teaching, testing. 

tests were 

accompanying pain or 

have adversely affected the procedures, results, or 

(Cols. C + 


experiments. 

conducted 

distress to the animals 

interpretation of the teaching, research. 

D + E) 


research, or 

involving no 

and for which appropriate 

experiments, surgery, or tests. (An explanation of 



surgery but not 

pain, distress, or - 

anesthetic, analgesic, or 

the procedures producing pain or distress in these 



yet used for such 

use of pain- 

tranquilizing drugs were 

animals and the reasons such drugs were not used 



purposes. 

relieving drugs. 

used. 

must be attached to this report) 



4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-Human Primates 


10. Sheep 


1 1 . Pigs 





21 

38 

0 

59 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to. during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFtCATtON BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(C ^er or Legally Responsible Institutional official) 

is true, correct, and complete (7 U.S.C. Section 2143) 


TITUTIONAL AME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ('Type or Print; DATI 


signature of c.e.o. or I 


I DAT^SIGNED 


APHIS FORM 7C 
(AUG 91) 


(Replaces VS FORM [Oct 88), which Is obsolete 


PART 1 - HEADQU; 

























APHIS Form 7023 Site List 


The following sites have been reported by the facility. 


Registration Number: 31-R-0066 

Customer Number: 236 

Facility: YOUNGSTOWN STATE UNIVERSITY 

ONE UNIVERSITY PLAZA 
YOUNGSTOWN, OH 44555 
(330) 742-3091 


MAIN CAMPUS FACILITIES 
ONE UNIVERSITY PLAZA 
WARD BEECHER HALL 
YOUNGSTOWN, OH 44555 

NEOUCOM 

DOG HOLDING FACILITY 
4209 STATE ROUTE 44 
ROOTSTOWN, OH 44272 



lACUC APPROVED EXCEPTION TO THE REGULATIONS; 


1 . Registration Number: 31-R-Q066 

2. Identify the lACUC-approved exception to the regulations or standards: 

Prolonged cage changing interval for Circadian Rhythm experiments involving 
Syrian hamsters 

3. Description of the exception; 

I I Animals in circadian rhythms experiments will be housed in special cages 
equipped with running wheels to monitor their activity rhythms. Some of these 
experiments will require that the animals be maintained in continuous darkness. The 
nature of these experiments may require a longer than normal interval between cage 
changes. 

I lAm’m^lt; housed in wheel running cages in constant darkness will only have 
one animal per cage, and may go without changing for as long as two weeks. This is 
because a cage change at certain times of day will cause a shift in the animals’ 
circadian rhythms, compromising the experimental results. Animals in constant 
darkness will have to have their cages changed at specific times scheduled to avoid 
interfering in the experiments. With a single hamster housed in these rat-sized cages, 
no adverse effects to the animals have been observed. Animals will be inspected 
daily by the PI, by the students conducting the experiments, or by the animal care 
technician. 

I iT he running wheel cages are clear polycarbonate cages, measuring 40x24x20 
cm. The running wheels are 17 cm. In diameter and made of aluminum. The cages 
are cleaned in the same way as all other cages in the animal care facility. 

I i The only other exception to the 1 -week change period is with pregnant 

hamsters. Cages with pregnant hamsters will not be change from 2 days prior to 7 
days after parturition, since the females are extremely resistant to handling during this 
time and will become unnecessarily stressed. 

4. Species (Common name) of animals used in the study: Syrian hamster fMesocricetus 
auratus) 

5. Number of animals used: 59 


See attached form for 
additional information. 


Interagency Report Control No 


This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result iii an order to cease and desist and to be subject to penalties as provided far in Section 21! 


OCT 1 821)0* 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


1. CERTIFICATE NUMBER; 

31-R-0091 

CUSTOMER NUMBER; 

254 


FORM APPROVED 
0MB NO. 0579-0036 


Ricerca Biosciences Lie 
7528 Auburn Road 
P.O. Box l[)00 
Concord, QH 44077 


Telephone: 


(440) -357-3300 


3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentatiori, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) - See Atach^ Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional shsjets if necessary or use APHIS Form 7023A I 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ys 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use a 
pain-relieving 
drugs. 

0. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. 1 

1 

1 

( 

( 

1 

Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
Ihe use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teadiing, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
oroducing pain or distress in these animals and the reast 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 

C + D + E ) 

4. Dogs 


681 

1 



681 

5. Cats 


52 




52 

6. Guinea Pigs 


230 



80 

310 

7. Hamsters 


- 




- 

8. Rabbits 

1 

86 



81 

167 

9. Non-human Primates 


- 



1 

- 

10. Sheep 


— 



j 

— 


S 

20 



1 

I 20 

12. Other Farm Animals 


— 


1 

1 

1 





1 

1 


13. Other Animals 






1 

Non-Requl 

1 

ated Animals 


I 




Rats 


6,169 




6,169 

Mice 


11,663 




11,663 


ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of anintals, including appropriate use of anestetje, analgesic, and tranquilizing drugs, prior to, during, and following actual res€ 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards sjnd regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual repcirt In addition to identifying the lACUC-approved exceptions, this summary int 
brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary ckre and to oversee the adequacy of other aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACIL^ 
( Chief Executive Officer or Legally Responsible Institutional 

TY OFFICIAL 

1 Official ) 


NAME & TITLE OF C.E.O. OR INSTIT 

jUTIONAL OFFICIAL ( Type or Print ) 

JEBBi 


which is obsolete.) 





















Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number: 31~R-Q092 

2. Numbe r 80 G. pigs# 81 Rabbits o f animals used in this study. 

3. Species (common name) Guinea piaa, o f animals used in the study. 

Rabbits 

4. Explain the procedure producing pain and/or distress. 

Materials, solids, liquids, gases are placed onto skin and into the eye for 
safety assessment of test material in accordance with EPA and OECD guidelines. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 


Federally mandated 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


Agenc y EPA 


CF R Title 40 Chap I Sub Chp R OECD Guidelines 404, 40 



This report is required by law (7 use 2143). Failure to report according to the regulations can imVf 0 O See attached form for Interagency Report Control No 

result in an order to cease and desist and to be subject to penalties as provided for in Section 21 i NUV it /C fcUvT additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 32-R-0025 

CUSTOMER NUMBER: 708 

FORM APPROVED 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Indiana University School Of Medicine 
1120 S. Drive, Fh-302 

Indianapolis, IN 46202 



Telephone: (317) -274-8649 



3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023A \ | 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not y€ 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use a 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

1 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, ortranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
produdng pain or distress in these animals and the reasr 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 

C+D+E) 

1 ' 

4. Dogs 

12 

125 

78 


iiiyimiii 

5. Cats 





1 

6. Guinea Pigs 




1 


7. Hamsters 


102 




8. Rabbits 


24 

43 



9. Non-human Primates 

2 


4 


4 

10. Sheep 



74 ' 


74 

11. Pigs 



197 


197 

1 2. Other Farm Animals ' 

I 








1 

1 



13. other Animals 


1 

1 




Ferrett 


1 

32 


^2 

1 













j^^SU^NCECT^ME^ 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual rest 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be spedfied and explained by the prindpal investigator and ap 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as Vie species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 




CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


SIGNATURE 01 



NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print ) 



APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88), which is obsolete.) 

( AUG 91 ) 
































Facilities; 


Laboratory Animal Resource Center 
Indianapolis IN 46202 
Phone: 317-274-8649 

Biotechnology Research and Training Center 
Indianapolis IN 46202 
Phone: 317-274-8649 

Conrad Farm 
Camby, IN 46202 
Phone; 317-274-8649 



Exception report 


1 . n This study is approved for chairing a primate for three days if required for 
emergency medicai treatments. The attending veterinarian would determine the necessity of 
chairing the monkey for treatments. No such treatments were needed during this reporting period. 

2. ' ■ ^ ^ This study is approved for suspending lambs in a padded sling because they will 

have multiple thransthoracic pressure monitoring lines and mechanical pump control lines which 
will be criticai to performance of the study, g. The sternal and groin incisions will be padded where 
they contact the sling. After further recovery, when the animal is capable of standing on it’s own, it 
will be moved to an adapted metabolic cage that prevents side to side and front to back movement. 
The animal will be able to stand or lay down. The pump drive cable and monitoring cannulas will be 
suspended to allow up and down movement, and the animal will be placed in a jacket to prevent 
access to the cable and cannulas. Zero animals were used on this study during this reporting 
period. 

3. The Laboratory Animal Resource Center has an 'Exercise Exemption for Dogs Used in 
Radioactive Sfodies* and 'Exercise Exemption for Dogs Housed in Recovery Room Cages'. The 
lU School of Medicine lACUC approved both standard operating procedures. Copies are attached. 


I>aboratory Animal Besoorce Oy T>t « *T 
jnHi lAxiv<ersity School of Medicine 

SOP#: 4025.01 Approved by: 

Replaces : 4 02 5 . 0 0 

Effective Date: January 9, 2002 

Page 1 of 1 


Exercise Exenption for Do^s and Pigs 

When a non-conditioned dog or pig is delivered to the large animal area 
of LARC it can be housed tenqporarily in a transport cart even if such cart 
does not meet the minimum housing requirements , Eight hours is the maximum 
time an animal will be held in a transport cart, but ultimately a LARC 
veterinarian can make the decision to have the animal transferred from the 
transport cart to other temporary housing prior to this eight-hour period. 

Food and water will be provided as appropriate. 

The animal may be transferred to a run in a room housing only non- 
conditioned animals of the same species or the animal may be put into a mobile 
recovery cage used for chronic housing, and this cage put into a room that 
temporarily is used for housing only non-conditioned animals. If the animal 
is put into a mobile cage then the animal still may be exenpt from normal 
exercise requirements or the animal may be let out of the cage to exercise in 
the room if appropriate. The PI will be responsible for the extra costs of 
sanitizing the room that housed the non-conditioned animal . 

In the rare instance when the PI cannot use the non-conditioned animal 
on the date of arrival, and where a housing room is unavailable, then to 
prevent needless euthanasia the animal will be allowed to stay overnight in 
the largest available mobile cage, but the PI must take the animal the next 
day, and again the PI will be responsible for all appropriate charges. 


J^p roved by the I.U. School of Medicine lACUC on the effect date above 



Laboxatozy Animal Resooroe Crater 
Indiana an±vexsi.ty School of Medicine 


SOP#; 4010.01 Approved by: 

Replaces: 4010.00 

Effective Pate: March 13, 1997 

Page 1 of 1 


Exercise Exeiqotlon for Dogs Used in Radioactive Stadies 


In order to decrease the chance for radioactive contamination, dogs 
injected with radioactive isotopes will not be allowed to participate in the 
established exercise program. Animals will be restricted to their pens. A 
dedicated transport cart will be used to hold affected animals during pen 
washdown . 


Approved by the I.U. School of Medicine lACUC 
Reviewed by the I.U. School of Medicine lACUC 


3/97 

6/99 



'• 4 ' 


This report IS required by low (7 USC 2143) Failure lo report according to Ihe regulations can 
result in an order lo cease and desist and to be subject lo penallies as provided lor In Section 3150. 


See reverse side lor 
additional inlorinaliun. 


Interagency Report Control 
0180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


n\ 


FORM APPROVED 
OMB NO 0579-0036 


003 . 


2. HEADQUARTERS RESEARCH FACILITY (Nafne and Address, as registered with USDA 

include Zip University of Health Science 

3333 Green Bay Road 
AP13A, B < pt. < ! (» ■ 

North Chicago, IL 60064 
Status: Active 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held lor these purposes. Attach additional 
sheets rl necessary ) 


FACILITY LOCATIONS |Si/es7 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adn/ilinnal sheets il necessary or use APHIS FORM 7023A.) 


A. 


Animals Covered 
By The Animal 
Wellare Regulations 


B. Number ot 
animals being 
bred, 

conditioned, or 
held lor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yel used lor such 
purposes. 


4. Doqs 


5. Cats 


6. Guinea Piqs 


7. Hamsters 


8. Rabbits 


9. Non-human Primates 


10. Snee 


11. Piqs 


12. Other Farm Animals 


Mini Pigs 


13. Other Animals 




C Number ol 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs 

U Number ul animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress lo Ihe animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranquilizing drugs were 
used 

6 

0 

0 

0 

0 

0 

0 

0 


E. Number ol animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to Ihe animals and lor which the use ol appropriate 
anesthetic, analgesic, or Iranquilizing drugs would 
have adversely altecled Ihe procedures, results, or 
interpretation ol Ihe leaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 


TOTAL NO 
OF animals 


(Cols C ^ 
D -»■ E) 



ASSURANCE STATEMENTS 


1) Prolessionally acceptable standards governing the care, liealineni. and use ot animats, including approriale use ol anesihelic, analgesic, and Iranquilizing drugs, prior lo. during 
and lollowing actual research, leaching, testing, surgery, or experiirierilalion were lollowed by this research tacilily 

2) Each principal investigator has considered alternatives lo painlul procedures 

3) This tacilily is adhering lo Ihe standards and regiilalions under the Act. and it has rer|uired llial exceptions to the standards and regulations be specilied and explained by the 
principal investigator and approved by Ihe Insliluliurial Animal Care and Use Committee (lACUC) A summary ot all such exceptions is attached to this annual report. In 
addition lo identilyirig the lACUC-approved exceptions, this summary includes a briel explanation ol Ihe exceptions, as well as Ihe species and number ol animals allected 

4) Tlie allending veterinarian lor this research tacilily has appropriate aulhorily lo ensure Ihe provision ol adequate veterinary core and lo oversee the adecjuacy ol other aspects ol 
animal care and use 


CKUriFlCATION BY llKADQUAR'l KS KFSEAKCn FACllJTY OFKICl AL 
(Chief Executive Officer or i.egally Responsible Institutional Official) 

I cerlily lhal the above is true, correct, and cnmplele (7 U S C Sectinn 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 


NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL Hype ot Print) 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (OCT 88). whictt is obsoUrie j 
















































This repo'i is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side lor Control No 

re,'iult in an order to cease and desist and to be subject to penalties as provided lor in Section 2150. additional inlormaliun. 0180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGlSTR^JJ.r^29 Oo |-» J form APPROVED 

^ ^ 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 
include Zip Code) ji.ii* • 

University of Illinois at Urbana-C 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

(^03 

1 Observatory Building 

901 S. Mathews 

Urbana, IL 61801 NOV 2 9 1999 

Status: Active 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held lor these purposes. Attach additional 
sheets il necessary ) 


FACILITY LOCATIONS (SilesJ 

8e e At t ache d 1 


|^REPORT^F^ANIMALSJJSED^BV^ORjlJNOER^CONTflOLOFRKiEARCH^ACILITYW|acha«|id^^ 


A. 

Animals Covered 

By The Animal 

Wellare Regulations 

a. Ni^mber ol 
animals being 
bred. 

conditioned, or 
held lor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet uscmJ lor such 
purposes. 

C Number ol 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

U- Number ol animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress lo Ihe animals 
and lor which appropriate 
anesthetic, analgesic, or 
tranquili^ing drugs were 
used. 

E. Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and lor which the use ol appropriate 
anesthetic, analgesic, or Iranquili^ing drugs would 
have adversely allecied the procedures, results, or 
interpretation ol the teaching, research, 
experiments, surgery, or tests. (Art explanation ol 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO 

OF ANIMALS 

(Cols. C 

D 4- E) 

4. Doqs 

30 

86 

76 


162 

5. Cats 

10 

22 

8 


30 

6. Guinea Pips 

17 

8 

6 


14 

7. Hamsters 

59 

176 

93 


269 

8. Rabbits 

98 

20 

153 

37 

210 

9. Non-human Primates 






10. Sheep 



38 


38 

11. Pios 


210 

422 

38 

670 

1 2. Other Farm Animals 












1 3. Other Animals 






See 7023 a 



















I ASSURANCE STATEMENTS 


1) Proiessioiially acceptable standards governing the care, Irealrnenl, and use ol animals, including approriate use of anesthetic, artalgesic, and Iranquilizing drugs, prior to, during, 
and lollowing actual research, leaching, testing, surgery, or experimentation were lollowed by this research lacility. 

2) . Each principal investigator has considered atlernalives to painlul procedures. 


3). This lacility is adhering to the standards and regulations under the Act, and it has rec|uired that exceptions to the standards and regulations be specilied and explained by the 
principal investigator and approved by the Insliliilioiial Animal Care and Use Coinmiiiee (lACUC). A summary ot all such exceplions is attached to this annual report. In 
addition to idenlilying the lACUC-approved exceptions, this summary includes a briel explanation ol the exceptions, as well as the species and number ol aiiiinals allecied. 


4) 


The attending veleiinarian lor this research lacility has appropriate authority to ensure the provision ol adequate veterinary care and to oversee the ade<|uacy of other aspects ol 
animal care and use. 


CERTIFICATION BY IIEADQUAKTKS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I cerlily that the above is true, correct, and complete (7 U S C Seclinn 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 


NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL dyne or Print) 


DATE SIGNED 


11/19 


APHIS FORM 
(AUG 91) 


(Replaces VS FORM -23 (OCT 88). whicii is obsolete ) 



















































Optional Column £ Explanation Form 


R 

NOV •? 9 1999 


This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are 
not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 


1. Registration Number: 33-R-QQ29 

2. Number 3^ of animals used in this study. 

3. Species (common name) Pigs of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

Pigs are inoculated per mouth or intraperitonedly with Salmonella choleraesuis. Both 
procedures are quick and cause no obvious undue stress. No clinical disease is seen before 
pigs are killed for sample collections, three to five days later. 


5. Provide scientific justification why pain and/distress could not be 
relieved. State methods or means used to determine that pain and/or distress 
relief would interfere with test results. (For Federally mandated testing, see 
question 6 below) 

If pain or distress would have been observed in inoculated pigs, (moderate or moderately 
severe clinical disease), the pigs would have been euthanized. Pain and distress was unlikely 
when project proposed and data from original pigs confirm it is not a problem. 


6. What, if any, federal regulations require this procedure? Cite the agency, 
the Code of Federal Regulations (CFR) title number and the specific section 
number (e.g., APHIS, 9 CFR 113.102): 

Agency CFR 



S^ROO^^ 


Optional Column E Explanation Form 


NOV 2 9 1999 


This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are 
not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 


1. Registration Number: 33-R-0029 

2. Number ^ of animals used in this study. 

3. Species (common name) Rabbit of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

Rabbits are used for antibody production. They are immunized with substances known as 
antigens. Inflammation is referred to as swelling at sites of immunization. Swelling at sites of 
immunization is normal, and in some circumstances can be associated with discomfort or pain, 
inflammation is transient (5-10 days), then naturally subsides. 


5. Provide scientific justification why pain and/distress could not be 
relieved. State methods or means used to determine that pain and/or distress 
relief would interfere with test results. (For Federally mandated testing, see 
question 6 below) 

Because these studies are directed to stimulate inflammation, as part of the immune response, 
drugs designed to inhibit inflammation may affect the desired outcome-antibody production. 
In the event that injury or elevated inflammation should occur, veterinary administration of 
analgesics (or other treatment) is encouraged. 


6. Whatj if any, federal regulations require this procedure? Cite the agency, 
the Code of Federal Regulations (CFR) title number and the specific section 
number (e.g., APHIS, 9 CFR 113.102): 

Agency CFR 



3?> R oo3J=^ 

NOV 2 9 1999 

Optional Column E Explanation Form 

This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are 
not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 


1. Registration Number: 33-R-0029 

2. Number 4 of animals used in this study. 

3. Species (common name) Rabbits of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

Rabbits experience minimal pain when blood is taken fi*om the marginal ear vein. Rabbits are 
placed in a restraining cage, the vein is nicked with a razor blade, and blood collected. After 
collection of blood, pressure is put on the vein for a few minutes to stop bleeding. 


5. Provide scientific justification why pain and/distress could not be 
relieved. State methods or means used to determine that pain and/or distress 
relief would interfere with test results. (For Federally mandated testing, see 
question 6 below) 

There is no need to anesthetize the rabbits because the procedure is gentle and quick. 
Anesthesia will be more traumatic than nicking the marginal ear vein. We handle our rabbits 
daily so they are not stressed when removed from their cages and placed in the restraining 
cage. 


6. What, if any, federal regulations require this procedure? Cite the agency, 
the Code of Federal Regulations (CFR) title number and the specific section 
number (e.g., APHIS, 9 CFR 113.102): 

Agency CFR 



result in an order lo cease and desist and lo be subiect to penalties as provided lor m Section 2IS0 


additional inlorinalioii 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


I. REGISTRAriON NO. 


NOV ?. 9 1999 


33-R-0029 I 

2. HEADQUARTERS RESEARCH facility (Namo and Addrnss. 
include Zip Code) 


FORM approved 
OM8 NO. 0579 0036 


as registered with USD A 


CONTINUATION SHEET FOR ANNUAL REPORT 
OF RESEARCH FACILITY 

( TYPE OR PRINT) 


University of Illinois at Urbana-Champaign 
.. I. Observatory Building 
901 S. Mathews 
Urbana, II 61801 




A 

Animals Covered 

8y The Animal 

Weliare Regulations 

12 &/OR 13 Other 
(Usi by species 1 

B Nurriber ol 
animals being 
bred. 

conditioned, or 
held lor use in 
leaching, lesling. 
experifnenis. 

lesearch, ur 
' Surgery bul nol 

yet used lor such 
purposes. 

C Nuirib<;i ul 
animals upon 
which leaching, 
research. 
CKperimenIS. or 
lesis were 
conducted 
invnlving no 
pain, disucss. or 
use ol pain- 
relieving drugs 

0 Nuinbei ol animals ufiort 
which experimeiils. 
leaching, research, 
surgery, or tests were 
conducted iiivulviiig 
accompanying pain ui 
distress to Ihc animals 
and lui which appiupnaic 
aiiesiheiic. analgesic. oi 
Iranquilizing drugs were 
used 

£ Numtier ul animals iitioii which teacliing. 
expcrimenis. lesearch. smgery or lesIS were 
conducted involving accompanying pain oi distress 
to Itic ariinnils and lo* winch itie use ol appropriate 
aiicslhclic. analgesic, oi iraiiquiii^ing drugs would 
have adversely aiiecied ihe procedures, results, or 
inlerprelalion ol the leaching, research. 
eKpctiinenis. surgery, or lesis (An etplanalion ot 

Ihe prococtures prOi/uCing pain or distress in these 
ariirna/s and the reasons st/cn drugs ware not used 
must be attached lo this report) 

F 

.. 

total no 

OF animals 

(Cols. C » 

0 ♦ E) 

Other Animals ; 






Ground Squirrels 

11 





Chinchillas 

8 


47 


42 

Gerbil 

4 

60 


4 

64 

Peromyscus 

4 

31 



31 

Bats 

9 


30 


30 

Ferrets 



23 


23 













Other Farm Animals: 






Goats 


1 

17 


IR 

Horses 


35 

29 

4 

68 

Cows 


19 

24 

3 

46 

Llama 


1 



1 
































ASSURANCE STATEMENTS 


I) Prolessiorially acceptable standards governing ihe care, irealmenl. and use of animals, including ai>p>t»iaie use ol anesineiic diialgesit and iranquiii/iiig drugs, prior lo. during 
and loHOviiiig actual lesearcli. teaching, leslinp, surgery, or eirperiineiilation were lullowed by this reseait.ti lacilily 


2) Each principal invesiigalor has considered allemanves lu iiainlnl prix-edures 


3) This lanlily is adhemig lo me Slandaids and regiilalions under ihc Act. and n has requned ihai encepixMi.^ lu the slandaids ami icguialmiis lie s)>ecilicd and eKplained by ihc 
principal mvesiigatoi and approved by Ihc Instil iiimiiai Animal Care and Use Coininiiiee (lACUCl A sunirnary ol all such exceptions is attached to this artnuai repon 
addilipn lo irlenlilywig the lACUC appruvMt exreptioris. this summary includes a bnel explan.itirm nl Ihe excepimns. .is wcii as iIm- s^mu ms and number ol animals aliccled 


4) The aiiendiiiij vc-lfnnarian lr>i this lesearch lacility has a|>tiropriaie aulliorily lo ensure me provision ol adi.-quaie veienn.iry. ,:ar<.- amJ ii> oveisec me adequacy ol uiher aspects . 
animal cam and use 


CEUTIFICATION BY HEADQUAKTES HESKAK<.II FACILITY OFUCIAl- 
(Chief Executive Officer or Lefrally Kespon.-jibie Institutional Olficiall 
I eendy ir<ai ihe above is true, corieci. andcom|iieic (/ U SC Seciion 214 Ji 



APHIS FORM 7023A 
(AUG 91 ) 


♦•’i-.nr I hhadquamTERS 

































NOV 2 9 1999 


Optional Column E Explanation Form - 

This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are 
not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 


1. Registration Number: 33-R-0029 

2. Number 4 of animals used in this study. 

3. Species (common name) Gerbil of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

Attempted isolation of a protozoan, Neospora caninum, in gerbils. Gerbils experience no pain 
beyond a brief injection, until such time that they may become ill. Once discovered to be ill, 
they will be euthanized. 


5. Provide scientific justification why pain and/diStress could not be 
relieved. State methods or means used to determine that pain and/or distress 
relief would interfere with test results. (For Federally mandated testing, see 
question 6 below) 

No significant pain is expected, as gerbils will be promptly euthanized if they become ill. 

Alleviation of pain .is a moot point become ill gerbils will be euthanized. 


6. What, if any, federal regulations require this procedure? Cite the agency, 
the Code of Federal Regulations (CFR) title number and the specific section 
number (e.g., APHIS, 9 CFR 113.102): 

Agency CFR 



2,^ ROOa?\ 

? 9 1999 

Optional Column E Explanation Form 

This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the hke, are 
not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 


1. Registration Number: 33-R-0Q29 

2. Number 4_ of animals used in this study. 

3. Species (common name) Horse of animals lised in this study. 

4. Explain the procedure producing pain and/or distress. 

Administering a toxin that will induce nervous disease in treated horses. Horses are 
euthanized when mild signs of nerve damage are present; however, these signs may rapidly 
progress within hours. 


5. Provide scientific justification why pain and/distress could not be 
relieved. State methods or means used to determine that pain and/or distress 
relief would interfere with test results. (For Federally mandated testing, see 
question 6 below) 

The horses need to develop documentable nervous disease in order to permit accurate 
determination of the cause for the nervous disease. The study is funded by the USDA 
Cooperative State Research, Education, and Extension Service. 


6. What, if any, federal regulations require this procedure? Cite the agency, 
the Code of Federal Regulations (CFR) title number and the specific section 
number (e.g., APHIS, 9 CFR 113.102): 

Agency CFR 



3SK oo3s^ 

NOV ?. 9 1999 

Optional Column E Explanation Form 


This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are 
not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 


1. Registration Number: 33-R-0029 

2. Number 3 of animals used in this study. 

3. Species (common name) Holstein calves of animals used in this study. 

4. Explain the procedure producing pain and/or distress. 

Neonatal calves are placed in a metabolism cage and inoculated with Cryptosporidium 
parvum. Discomfort occurs due to the presence of diarrhea. 


5. Provide scientific justification why pain and/distress could not be 
relieved. State methods or means used to determine that pain and/or distress 
relief would interfere with test results. (For Federally mandated testing, see 
question 6 below) 

The production of large numbers of C. parvum oocysts requires the induction of diarrhea. 
Calves are kept hydrated throughout the study with the use of oral glucose/electrolyte 
solutions. 


6. What, if any, federal regulations require this procedure? Cite the agency, 
the Code of Federal Regulations (CFR) title number and the specific section 
number (e.g., APHIS, 9 CFR 113.102): 

Agency CFR 



33-R-0029 


55 R oo 35\ 

NOV ?. 3 1999 


Facility Locations 

Department of Psychology Contact person: 

Psychology Building 
603 East Daniel 
Champaign IL 61 820 

College of Agricultural, Consumer and Contact person: 

Environmental Sciences 

Edward R. Madigan Laboratory 

1301 W. Gregory Drive 

UrbanalL 61801 

Agricultural Farms Contact person: 

Swine, Cattle, Horse Sheep Facilities 
UrbanalL 61801 

College of Veterinary Medicine Contact person: 

Veterinary Medicine Basic Sciences Building 
2001 S. Lincoln Avenue 
UrbanalL 61802 

Veterinary Medicine Teaching Hospital Contact person: 

1008 W. Hazelwood Drive 
UrbanalL 61802 

College of V eterinary Medicine (F arm) Contact person : 

South Race Street 
UrbanalL 61802 

School of Life Sciences/College of Medicine Contact person: 

505 S. Goodwin/506 S. Mathews 
UrbanalL 61801 

Beckman Institute Contact person: 

405 North Mathews 
Urbana IL 61801 



See attached form for 
additional information. 


Interagency Report Control No.: 


I'^is leport is'reqt 'red by law (7 USC 2143), Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 21.' 


NUV 2 6 2003 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 33-R-0090 

CUSTOMER NUMBER; 573 

FORM APPROVED 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Tox Monitor Laboratories, Inc. 

33 W. Chicago Avenue 

Oak Park, IL 60302 



Telephone: (708) -345-6970 


|3. REPORTING FACILITY ( List all locations where animals were housed or used in actuai research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) | 

FACILITY LOCATIONS ( 

Sites ) - See Atached Listing 



I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILIPT ( Attach additional sheets if necessary or use APHIS Form 7023A > 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of 
animals being 
bred, conditioned, 
or held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use ol 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, 
results, or interpretation of the teaching, research, 
experiments, surgery, or tests. ( An explanation of the 
procedures producing pain or distress in these animals a 
the reasons such drugs were not used must be attached 
this report ). 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 






5. .Cats 






6. Guinea Pigs 


fdl 



■Ql 

7. Hamsters 


1 




8. Rabbits 





77J 

1 

9. Non-human Primates 






10. Sheep 




1 


11. Pigs 






1 2. Other Farm Animals 












13. Other Animals 

















1 




1 




I ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual res< 
teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 


3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the prino'pal investigator and ap 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ! Tvoe or Print ) 

Wi 


APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88), which is obsolete.) 


( AUG 91 ) 



























Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number: 

_of animals used in this study, 
of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 

y)oeS K)d\ )M 04^/ 5. 

OiO Qi "jtd/t tl4\t I 

QtO PAozP ^Q/T)tr^o t( ^7^ 


2. Number 




3. Species (common name) 


^h\t 


5. 


Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 


'^V Q)rr Aej2 OJQi^d^eA: 

04t/^/7S(i^ /M0tY5. /-f Atecoo^ SJtP%iiST ^ 

lU %^i)coL CoiLp^^AOj "PuSon\pii/ 


Vi/C f ^OiB/O . 
iOhiP 




6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


Agenc y / j CF R (“foO ^ HO i(aO 



This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 21 50. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


See reverse side for 
additional information. 


Interagency Report Control No 
0180-DOA-AN 


1. REGISTRATION NO. CUSTOMER NO. 

34-R-0010 111 

FORM APPROVED 

0MB NO, 0579-0036 

1 2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 

\ include Zip Code) 


HENRY FORD HOSPITAL 

2799 W GRAND BLVD 


DETROIT, Ml 48202 


(313) 876-2024 



3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATlONSfsrfes) 


See Attached Listing 


n-23-2001 RCVU 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conduaed 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 

D + E) 


4. Dogs 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. | 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committ^ (lACUC). A summary of alf the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensurejthe provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


_RTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E:©. OS INSTITUTIONAL OFFICIAL I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED 


APHIS'FbRM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


11/20/01 

PART 1 - HEADQUARTERS 







































This rs^ft IS required by law (7 USC 2143). Failure to report according to the regulabons can See reverse side tor Interagency Report Coniroi No 

result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional nformation 0 1 80-OOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. CUSTOMER NO, 

34-R-0010 111 

FORM APPROVED 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACIUTY (Name and Address, as registered with USDA 
include Zip Code) 

HENRY FORD HOSPITAL 

2799 W GRAND BLVD 

DETROIT. Ml 48202 
(313)876-2024 


EXCEPTION TO THE REGULATIONS AMD STANDARDS 


Six pigs received a special liquid diet in a training project for physicians 
and nurses. These individuals are taught a new endoscopic nrocedure (Endosconic 
Gastropl ication) for treating gastroesoohaneal reflux disease (^ERD). The 
procedure is a non-onerative technioue by which the barrier between the stomach 
and the esophagus is bolstered to prevent stomach contents from refluxing 
up into the esophagus. Since 10% of the population of the U.S. requires 
daily therapv for GERD, endoscopic gastrool ication is emerging as a viable 
alternative to medical and surgical therapv of GEPD for some patients. 

Physicians and nurses need specific training for proficiency and need to learn 
to work as a team in order to successfully use the device. The oin's 
esophagus and stomach are well suited as a model to simulate the human anatomy 
for training purposes. 

A liquid diet of Ensure was given to the pigs for 60 hours prior to the procedure, 
and water only during the 12 hours preceding the procedure. The stomach 
needs to be empty for adeauate visualization of the nucosa during the procedure. 
The liquid diet allows for more rapid emptying of the stomach than grain or 
vegetation. Any liguid still present in the stomach at the time of the 
procedure can be readily aspirated through the endoscope. 

The pigs readily consumed the liquid diet ana suffered no ill effects. 




FACILITY SITES LISTING 

Licenses/Registrant Name: 
License/Registration Number: 


Site No.: 1 


Name/ Department: 

Address: 


Building: 
Floor/Room: 
Contact Person: 

Location Name/ Department: 

•Address: 

Building: 
Floor/ Room: 
Contact Person; 

Location Name/ Department: 

.Address; 

Building: 
Floor: 
Contact Person 

Location Name/ Department 

.Address: 


Building: 
Floor: 
Contact Person: 


Henry Ford Hospital 
34-R-OOlO 

Bioresources Department 
2799 W. Grand Blvd. 

Detroit MI 48202 
Education and Research Bldg. 
4th Floor, Room 4002 
I 1 Phone No.: 


Bioresources F, 

One Ford Place 
Detroit MI 48202 
One Ford Place 
3D 

I I Phone No.: 

Research Institute. William Beaumont Hospital 

3601 West Thirteen Mile Road 

Royal Oak MI 48073 

Research Institute 

NA 

— I Phone No: 

Wayne State University. DLAR 
1400 Chrysler Freeway 
Detroit MI 48201 
Shapiro Hall 
Eighth Floor 

I — I Phone No: 


PLEASE REMOVE MICHIGAN STATE UNIVERSITY AS A HOUSING SITE. 


This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for In Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 

34-R-0025 


CUSTOMER NO. 

473 


Interagency Report Control No 
0180-DOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 
include Zip Code) 

NORTHERN BIOMEDICAL RESEARCH, INC. 

930 W. SHERMAN BLVD 
MUSKEGON, Ml 49441 
(231)759-2333 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONS(s/fes; 





REPORT OF ANIMALS USED BY 


Animals Covered 
By The Animal 
Welfare Regulations 




! UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetjc,analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


4. Dogs 



TOTAL NO. 
OF ANIMALS 

(Cols. C + 

D + E) 


l^2_ 


c 


o 


o 


o 




^1 


o 


o 


13. Other Animals 



o 

o 

o 

e> 



ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal Investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DAT! 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


int) date signed 

PART 1 - HEADQUARTERS 


































































Animal Report of Research Facility Summary of Exceptions 2000-2001 year 
Registration No. 34-R-0025 

An exception to the standards and regulations under the Act, involves non-human primate 
caging during the 2000-2001 year. Wall mounted non-human primate caging was 
installed in one study room to augment our standard primate housing in 1998. The cages 
provide approximately 4.2ft^ of floor space rather than the 4.3 required for non-human 
primates between 3 to 10 kg. Cage height is 34.6 inches. The cages slant outward from 
the bottom and the total volume is greater that 12.0 fl^. Height and volume are both 
above the required 30 inch height and 10.75 volume. The guidelines state that 
innovative primary enclosures not precisely meeting the floor area and height 
requirements, but that do provide a sufficient volume of space and opportunity to express 
species typical behavior may be used when approved by the Committee. The cage 
measurements and a study in which primate behavior (macaques and baboons) was 
compared between animals housed in caging similar to the ones in question at NBR and 
those of 4.5 fr floor space were discussed. The study discovered no behavioral evidence 
that a 4.0 ft variant cage was not a suitable substitute for a 4.5 ft floor area cage. The 
Animal Care and Use Committee approved the use of the 4.2 floor area, 34.6 inch 
height and > 12.0 ft volume cages for animals in the 3 to 10 kg weight range. Thirty 
rhesus monkeys were housed in the cages from February 2, 2001 through September 30, 
2001 . 



This report Is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 21! 


Interagency Report Control 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


OCT 1 S2DDi 


See attached form for 
additional Information. 


1. CERTIFICATE NUMBER: 34.R-0025 
CUSTOMER NUMBER: 4/3 


FORM APPROVED 
OMB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


Northern Biomedical Research Inc 
930 W. Sherman Blvd 
Muskegon, Ml 49441 

Telephone: (231 ) -759-2333 


3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


(S facility LOCATIONS ( Sites ) - See Atached Listing 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY t Attach additional sheets if necessary or use APHIS Form 7023A ) 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use o' 
pain-relievring 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the reast 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E ) 

4. Dogs 



/(V 

o 

/CL'T- 

5. Cal;s 

0 

o 

o 

f) 


6. Guinea Pigs 

0 

0 


3 

0 

7. Hapjsters 

0 

(!) 

0 


a 

8. Rabbits 

0 . 

0 

0 

& 

6 

9. Non-human Primates 

1C 

It 


0 


10. Sheep 


0 

O 

6 

0 

1 1 . Pigs 

0 

0 

0 

0 

0 

12. Other Farm Animals 

d 

d 

_ .o 

0 

0 





0 

0 

13. Other Animals 

_ C) 

0 

o 

0 

0 




1 

1 
















I^ASSU^NCE^^reME^^ 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual res€ 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility Is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 



CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


SIGNATURE OF C.E.O. OR 


NAME & TITLE OF C.^0. OR INSTITUTIONAL OFFICIAL ( Type or Print ) 

DATE SIGNED 

<0 


APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88). which is obsolete.) 

(AUG 91 ) 


























































Animal Report of Research Facility Summary of Exceptions 2003-2004 
Registration No. 34-R-0025 

An exception to the standards and regulations under the Act, involves non-human primate caging 
during 2003-2004. Wall mounted non-human primate caging was installed in one study room to 
augment our standard primate housing in 1998. The cages provide approximately 4.2 of floor 

space rather than the 4.3 required for non-human primates between 3 to 10 kg. Cage height is 
34.6 inches. The cages slant outward from the bottom and the total volume is greater than 12.0 
Height and volume are both above the required 30 inch height and 10.75 fl^ volume. The 
guidelines state that innovative primary enclosures not precisely meeting the floor area and 
height requirements, but that do provide a sufficient volume of space and opportunity to express 
species typical behavior may be used when approved by the Committee. The cage measurements 
and a study in which primate behavior (macaques and baboons) was compared between animals 
housed in caging similar to the ones in question at NBR and those of 4.5 floor space were 
discussed. The study discovered no behavioral evidence that a 4.0 fl^ variant cage was not a 
suitable substitute for a 4.5 ft^ floor area cage. The Animal Care and Use Committee approved 
the use of the 4.2 fF floor area, 34.6 inch height and > 12.0 fF volume cages for animals in the 3 
to 10 kg weight range. A total of sixty-one rhesus monkeys were housed in these cages at various 
times during the period of October 1, 2003 through September 30, 2004. 



Triis report is required by law (7 USC 2143). Failure to report according to the regulalions can See altached tom for Interagency Report Control ><p.; . 

result In an order to cease and desist and to be subject to penalties as provided for in Section 21! additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 34.R.0031 

CUSTOMER NUMBER; 696 

FORM APPROVED 

0MB NO. 0579-0036 


M P I Research, Inc. 


ANNUAL REPORT OF RESEARCH FACILITY 

54943 N. Main Street 


( TYPE OR PRINT ) 

Mattawan, Ml 49071 



Telephone: (269) -668-3336 



1 3. REPORTING FACILITY ( List all locations where animals were boused or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILfTY LOCATIONS ( Sites ) - SeeAtachedUsUng Only OHG Slte (see above) 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023A ) 


A. 

Animals Covered 

By Tha Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, conditioned, 
or held for use in 
teaching, testirtg, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use oi 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the anirrels an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, expenments, 
research, surgery or tests were conducted involving 
accorrpanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, 
results, or interpretation of the leaching, research, 
experiments, surgery, or tests. ( An explanation of the 
procedures producing pain or distress in these animals a 
the reasons such drugs were not used musi be attached 
this report ). 

F. 

TOTAL NUMBER 

OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

65 

1,845 

245 

55 

2,145 

5. Cats 

0 

62 

0 

4 

66 

6. Guinea Pigs 

0 

88 

94 

144 

326 

7. Hamsters 

0 

0 

0 

0 

0 

8. Rabbits 

8 

963 

251 

0 

1,214 

9. Non-human Primates 

228 

758 

87 

2 

847 

10. Sheep 

0 

0 

0 

0 

0 

11. Pigs 

200 

46 

624 

0 

670 

12. Other Farm Animals 

0 

0 

0 

0 

0 





- 


13. Other Animals 

0 

0 

0 

0 

0 




















I ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual rest 
teachino, testing, surgery, or experimentation were fbllowad by this research facility. 

2) Each principal investigalor has considered sltematives to painful procedures. 

3) This facility is adherirtg to the standards and regulations under the Act, arto it has required that exceptions to the standards and regulations be spaoTied and explained by the principal investigator and ap 
Institutional Animal Cars and Use Committee (lACUC). A summary of all such exceptions Is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary iry 
brief explanation of tha exceptions, as wsH as the spedes and rwinber of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care artd use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


SIGNATi irp np r. p n nn iNSxm iTinrsiAi nppirziAi 

NAME & TITLE OF C E O. OR INSTITUTIONAL OFFICIAL ( Type or Prwif ) 

DATE SIGNED 



11/20/0 


APHIS FORM 7023 (Replaces VS 4 18-23 (OCT 88), which is obsolele.) 


( AUG 91 ) 






























































Summary of Exceptions 

Registration Number: 34-R-0031 

j 

Summary of Exceptions to the Regulations and Standards 
• There were no exceptions to the regulations and standards. 



Registration Number: 

STUDY 1 


Cotumn E Explanation 


34-R-0031 


• Number of Animals; 4 

• Species: Dog 

• Explanation of Procedure Producing Pain and/or Distress 

An Oral (Gavage) toxicity study resulted in emesis with red material on Day 1 . Dosing was 
continued in these animals with the objective of the dogs developing histological lesions. 
The animals were closely monitored by technicians and veterinarians and supportive 
treatment provided until the animals were euthanized. 

• Scientific Justification 

The EPA requires this testing 

• Regulations 

Direct communication between Sponsor and EPA. 

Environmental Protection Agency FIFRA Good Laboratory Practice Standards, 40 CFR Part 
160, Toxic Substance Control Act Good Laboratory Practice Standards, 40 CFR Part 792, 
and OECD Principles of Good Laboratory Practice ENV/MC/CHEM (98) 17. 


Registration Number: 

STUDY 2 


Column E Explanation 


34-R-0031 


• Number of Animals: 32 

• Species : Dog 

• Explanation of Procedure Producing Pain and/or Distress 

The test and control articles were administered by I.V. Infusion. All personnel administering 
the materials were thoroughly trained to avoid potential injury to the animals. Specifically, 
animals were closely monitored by technicians and veterinarians for general signs of toxicity, 
inappetance, and stool. (General clinical findings were considered toxicity findings, and 
were probably due to toxicity of the vehicle since the controls were also affected). 

• Scientific Justification 

The FDA requires this testing. 

The route of administration and the vehicle was considered the most appropriate by the 
Sponsor to meet the objectives of this safety evaluation study. 

• Regulations 

International Conference on Harmoniation (ICH) Harmonized Tripartite Guidelines for 
Pharmaceuticals, and generally accepted procedures for the testing of pharmaceutical 
compounds. 



Column E Explanation 

Registration Number: 34-R-0031 

STUDY 3 

• Number of Animals: 8 

• Species: Dog 

• Explanation of Procedure Producing Pain and/or Distress 

An Oral (Capsule dose) toxicity study resulted in marked weight loss. Dosing was continued 
in these animals with the objective of the dogs developing histological lesions. The animals 
were closely monitored by technicians and veterinarians and supportive treatment provided 
until the animals were euthanized. 

• Scientific Justification 

The FDA requires this testing 

• Regulations 

Direct communication between Sponsor and FDA. 

This study is based on the FDA’s Current View on Safety Evaluations of Drugs as well as 
generally accepted procedures for the testing of pharmaceutical compounds. 

International Conference on Harmonization (ICH) Harmonized Tripartite Guidelines, ICH M3. 



Column E Explanation 

Registration Number: 34-R-0Q31 

STUDY 4 

• Number of Animals: 3 

• Species: Dog 

• Explanation of Procedure Producing Pain and/or Distress 

An Oral (Capsule dose) toxicity study resulted in marked weight loss. Dosing was continued 
in these animals with the objective of the dogs developing histological lesions. The animals 
were closely monitored by technicians and veterinarians and supportive treatment provided 
until the animals were euthanized. 

• Scientific Justification 

The FDA requires this testing 

• Regulations 

Direct communication between Sponsor and FDA. 

This study is based on the FDA’s Current View on Safety Evaluations of Drugs as well as 
generally accepted procedures for the testing of pharmaceutical compounds. 

International Conference on Harmonization (ICH) Harmonized Tripartite Guidelines, ICH M3. 




Column E Explanation 

Registration Number: 34-R-0031 

STUDY 5 


• Number of Animals: 4 

• Species : Cat 

• Explanation of Procedure Producing Pain and/or Distress 

The test and control articles were administered by I.V. Infusion. All personnel administering 
the materials were thoroughly trained to avoid potential injury to the animals. Specifically, 
animals were closely monitored by technicians and veterinarians for general signs of toxicity. 
(General clinical findings were considered toxicity findings. Four died at first dose.) 

• Scientific Justification 

The FDA Center for Veterinary Medicine (CVM) requires this testing. 

The route of administration was considered the most appropriate by the Sponsor and FDA 
to meet the objectives of this safety evaluation study. 

• Regulations 

FDA Center for Veterinary Medicine (CVM) Protocol Development Guideline for Clinical 
Effectiveness and Target Animal Safety Trials, Guidance #56 and #85. 



Column E Explanation 

Registration Number: 34-R-0031 

STUDY 6 

• Number of Animals: 1 

• Species: Monkey 

• Explanation of Procedure Producing Pain and/or Distress 

A subcutaneous dose toxicity study resulted in marked debilitation. Dosing was continued 
with the objective of the animal developing histological lesions. The animals were closely 
monitored by technicians and veterinarians and supportive treatment provided until the 
animal was euthanized. 

• Scientific Justification 

The FDA requires this testing 

• Regulations 

Direct communication between Sponsor and FDA. 

This study is based on the FDA’s Current View on Safety Evaluations of Drugs as well as 
generally accepted procedures for the testing of pharmaceutical compounds. 

International Conference on Harmonization (ICH) Harmonized Tripartite Guidelines, ICH M3. 


Registration Number: 

STUDY 7 


Column E Explanation 


34-R-0031 


• Number of Animals: 96 

• Species : Guinea Pig 

• Explanation of Procedure Producing Pain and/or Distress 

Skin sensitization studies were conducted to determine the potential for the test articles to 
produce allergy in human beings. The Maximization method used requires intradermal 
injection of Freund's Complete Adjuvant that typically produces localized skin ulcers at the 
injection site. The animals remained active, alert, and good appetites with no overt signs of 
pain. 

• Scientific Justification 

The nature of these test articles required the use of the Maximization method. The EPA and 
FDA requires skin sensitization testing. 

• Regulations 

FDA Guidelines for Preclinical Toxicity Testing of Investigational Drugs for Human Use as 
well as generally accepted procedures for the testing of pharmaceutical compounds. 

The United States Environmental Protection Agency (EPA), Office of Prevention, Pesticides 
and Toxic Substances, OPPTS Series 870-2600, 1998. 

The Organization for Economic Cooperation and Development (OECD). Guideline 406, 

Skin Sensitization. 



Column E Explanation 

Registration Number: 34-R-0031 

STUDY 8 

• Number of Animals; 1 

• Species; Monkey 

• Explanation of Procedure Producing Pain and/or Distress 

An Oral (Gavage dose) toxicity study resulted in weight loss. Dosing was continued in these 
animals with the objective of the dogs developing histological lesions. The animal was 
closely monitored by technicians and veterinarians and supportive treatment provided. 

• Scientific Justification 

The FDA requires this testing 

• Regulations 

Direct communication between Sponsor and FDA. 

This study is based on the FDA’s Current View on Safety Evaluations of Drugs as well as 
generally accepted procedures for the testing of pharmaceutical compounds. 

International Conference on Harmonization (ICH) Harmonized Tripartite Guidelines, ICH M3. 



Column E Explanation 

Registration Number: 34- R -0031 

STUDY 9 


• Number of Animals: 4 

• Species : Dog 

• Explanation of Procedure Producing Pain and/or Distress 

The test and control articles were administered orally. All personnel administering the 
materials were thoroughly trained to avoid potential injury to the animals. Specifically, 
animals were closely monitored by technicians and veterinarians for general signs of toxicity, 
inappetance, and stool. (General clinical findings were considered toxicity findings. Three 
dogs were euthanized and one died.) 

• Scientific Justification 

The FDA, Center for Veterinary Medicine (CVM) requires this testing. 

The route of administration was considered the most appropriate by the Sponsor and FDA 
to meet the objectives of this safety evaluation study. 

• Regulations 

Target Animal Safety Guidelines for New Animal Drugs, Guideline 33, Center for Veterinary 

Medicine (CVM), Food and Drug Administration (FDA), 1998. 



Column E Explanation 

Registration Number: 34-R-0031 

STUDY 10 


• Number of Animals: 4 

• Species : Dog 

• Explanation of Procedure Producing Pain and/or Distress 

The test and control articles were administered orally. All personnel administering the 
materials were thoroughly trained to avoid potential injury to the animals. Specifically, 
animals were closely monitored by technicians and veterinarians for general signs of toxicity, 
inappetance, and stool. (General clinical findings were considered toxicity findings). 

• Scientific Justification 

The FDA requires this testing. 

The route of administration was considered the most appropriate by the Sponsor and FDA 
to meet the objectives of this safety evaluation study. 

• Regulations 

International Conference on Harmonization (ICH) Harmonized Tripartite Guidelines, and 
generally accepted procedures for the testing of pharmaceutical compounds. 



Column E Explanation 


Registration Number: 34-R-0031 


STUDY 11 

• Number of Animals: 48 

• Species : Guinea Pig 

• Explanation of Procedure Producing Pain and/or Distress 

Skin sensitization studies were conducted to determine the potential for the test articles to 
produce allergy in human beings. The Maximization method used requires intradermal 
injection of Freund's Complete Adjuvant that typically produces localized skin ulcers at the 
injection site. The animals remained active, alert, and good appetites with no overt signs of 
pain. 

• Scientific Justification 

The nature of these test articles required the use of the Maximization method. The EPA and 
FDA requires skin sensitization testing. 

• Regulations 

The United States Environmental Protection Agency (EPA), Office of Prevention, Pesticides 
and Toxic Substances, Health Effects Test Guidelines, OPPTS 870.2600. 

The EPA, Toxic Substances Control Act (TSCA), Health Effects Test Guidelines, 798.4100. 



Thi. '•epbrt is required by law (7 USC 2143). Failure to report according to the regulations can 
re' ult in an orier to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 

34-R-0038 


CUSTOMER NO. 

201 


Interagency Report Control No 
0180-OOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


3. REPORTING FACILITY 

sheets if necessary.) 


See Attached Listing 


2. HEADQUARTERS RESEARCH FACILITY /Name and Address, as registered with USOA. 
include Zip Code) 

OAKLAND UNIVERSITY 

OFFICE OF RESEARCH & ACADEMIC 

DEVELOPMENT 

ROCHESTER. Ml 48309 

(810) 370-3222 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

12-03-2001 RCVD 


List all locations where animals were housed caused in actual r^arch. testing, teaching, or experimentation, or held for these purposes. Attach additional 

Biomedical Researcn bupport Tacility 


i 



FACILITY LOCATIONSfsifes) 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
expehments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
expehments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which expehments. 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which approphate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
expehments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of approphate 
anesthetic.analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
expehments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 
D + E) 


4. Dogs 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including approphate use of anesthetic, analgesic, and tranquilizing drugs, phor to. dunng, 
and following actual research, teaching, testing, surgery, or expehmentatlon were followed by this research facility. 

2) Each pnncipal Investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinan'an for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


SirqMATiiPC nc r r >p im«titi mriMAi ncciriAi NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATI 


DATE SIGNED 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


11/30/01 

PART 1 - HEADQUARTERS 



































Registration #34-R-0038 

2000/2001 Annual Report Attachment: Summary of lACUC Exceptions to the AWA 


The lACUC approved two exceptions to the Standards and Regulations for the care and use of 
guinea pigs. The exceptions approved were variances in 1) the minimum interior height 
requirement of the primary enclosures used to house the animals, and 2) their normal diurnal 
light cycles. 

Twenty-three (23) guinea pigs involved in a study investigating the effects of ultra violet (UV) 
radiation on cataract formation in the lens were housed in specially modified cages containing 
two “black light” UV lamps mounted to the inside top of the cage. 

This lamp arrangement, along with the need for a 1/4” mesh screen to prevent the animals from 
coming in direct contact with the lamps or their fixtures, resulted in a minimum height of five 
inches (5”) directly under the lamps (approximately 50% of the cage floor space) and a minimum 
height of six inches (6”) between the lamps. 

The animals were exposed to the UV light continuously. Normal room lights were activated 
only for daily inspection and examination of the animals and to provide proper lighting for daily 
animal care duties. 

The health status of these animals was routinely monitored by the veterinarian, animal care staff 
and the principal investigator for signs of ill effects from the UV exposure and/or primary 
housing conditions. No complications resulting from such were encountered. 



This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


See reverse side for 
additional Information. 


Interagency Report Control No 
0180-OOA-AN 


1. REGISTRATION NO. CUSTOMER NO. 

34-R-0145 1825 

FORM approved 

0MB NO. 0579-0038 

1 2. HBADQVARTBRSRBSBARCHfACiUTf (NameandAddr&ss.asregisieredwtth USDA. 

1 include Zip Code) 


ESPERION THERAPEUTICS. INC. 

3621 S. STATE STREET 


695 KMS PLACE 


ANN ARBOR. Ml 48108 


(734) 677-1559 



3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY L0CAT10NS(s;fesj 


. See Attached Listing 

^ll<5C 6uvTe \i. 







Amv' Ap-sofz-, 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals artd the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 
D-rE) 


4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-Human Primates 


10. Sheep 


1 1 . Pigs 


12. Other Farm Animals 


13. Other Animals 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing dnjgs, prior to, dunng, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (LACUC). A summary of all the exceptions is attached to this annual report In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is tnje, correct, and complete (7 U.S.C. Section 21 43) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFRICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 


RTliaCTTeTJrail 


APHIS FORM 
(AUG 91) 


(Replaces VS FORM 1S-23 (Oct 88), which is obsolete 


f PART 1 - H^DQUARTERS 

























This^report is required by law (7 USC 2143), Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 

35-R-0012 


CUSTOMER NO. 

800 


interagency Report Control No 
0180-DOA-AN 


FORM APPROVED 
0MB NO 0579-0036 


2 . HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 
include Zip Code) 

GALA DESIGN INC 
P.O. BOX 520 

SAUK CITY, Wl 53583-0520 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONS^srfes) 


OAK HILL FARMS 
HILLPOINT, Wl 53937 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By Tbe Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, . 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropnate 
anesthetic.analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
expenments. surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 

D + E) 


4. Dogs 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropnate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 



CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

10/19/2001 



APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 



























APHIS Form 7023 Column E Explanation 


This form is intended as an aid to completing the APHIS Form 7023 Column E explanation. It is not an official form and its 
use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number: 35-R-0012 

2/3. Species (common name) & Number of animals used in this study: 
cattle (0) 


4. Explain the procedure producing pain and/or distress. 

4 animals were subjected to ovariectomy per vaginal incision, 7 animals were subjected to caesarian section delivery of 
calves. All 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

Not applicable. Pain and distress were relieved by application of regional anesthesia prior to surgery. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g., APHIS, 9 CFR 113.102): 


Agency: 


CFR: 



. This ra,^ is required by law (7 use 2143). Failure to report according to the regulations can ^ ' 7 See attached form for Interagerwy Report Control No.; 

result in an order to cease and desist and to be subject to penalties as provided for in Section 2T additior»al information. 0180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. ceruficaTe NUMBER: 43-R-0048 

CUSTOMER NUMBER: 1 461 

FORM APPROVED 

0MB NO. 057«1038 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

University of Missouri, Columbia, MO 65211 

University Of Missouri-Columbia 

205 Jesse Hall 

) 

Telephone; 

(573)882-9500 


Columbia, MO 65211 



Is. REPORTING FACILITY ( List all locations where animals were housed or used in actual resrMreh, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILITY LOCATIONS ( Sites ) • See Atached Listing 


1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets If necessary or use APHIS Form 7023A ) 

A. 

Animals Covered 

By The Animal 

Welfare Regulatiotts 

B. Number of 
animals being 
bred, 

cortditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use 
of pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teachmg, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which 
appropriate anesthetic, 
analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for 
which the use of appropriate anesthetic, arulgesic, or 
tranquilizing drugs would have adversely affected the 
procedures, results, or interpretation of the teaching, 
research, experiments, surgery, or tests. ( An 
explanation of the procedures producing pain or distress 
in these animals and the reasons such drugs were not 
used must be attached to this report ). 

F. 

TOTAL NUMBER 
OF ANIMALS 

(COLUMNS 

C+D+E) 

4. Dogs 

50 

32 

284 

0 

315 

5. Cats 

2 

23 

30 

0 

53 

6. Guinea Pigs 

1 

131 

68 

0 

199 

7. hlamsters 

0 

192 

0 

0 

192 

8. Rabbits 

15 

39 

164 

0 

203 

9. Notvhuman Primates 

0 

0 

0 

0 

0 

0. Sheep 

2 

50 

158 

0 

208 

1. Pigs 

' 529 

799 

24 

39 

862 

2. Othctf farm Anintals 

cattle 

0 

444 

48 

0 

492 

horses 

10 

49 

15 

9 

73 

3. Other Animals 






bats 

8 

190 

25 

0 

215 

opossum 

0 

0 

5 

0 

5 

wild mice 

0 

150 

0 

0 

150 

1 ASSURANCE STATEMENTS 


1) Professiortally acceptable startdards governing the care, beatmenL and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual 
research, teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3] This facility is adherittg to the standards and regulations under the AcL and it has required that exceptions to the standards and regulations be specified and explained by the principai investigator and 
approved by the Insbhttional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report In addition to identifying the IACUC>approved exceptions, 
this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veteriruiry care and to oversee the adequacy of other aspects of animal care and use. 


1 CERTIFICATION BY HEADQUARTERS RESEARCH FACIUTY OFFICIAL 

1 ( Chief Executive OfTtcer or Legally Responsible Institutional Official ) 

r / certify that the above is true, correct end comp/ete ( 7 U.S.C. Section 2143) 


NAME a TITLE OF C.EO. OR INSTTTUnONAL OFFICIAL ( Type cr Print ) 

DATE SIGNED 

11/20/00 








































































This rep'art is /equired by law (7 USC 21 ■<3). Failure lo report according to the regulations can 
'result in an order to cease and desist and to be subject to penalties as provided lor in Section 21 SQ. 


See reverse side lor 
additional inlormalion. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTN INSPECTION SERVICE 


University of Missouri, Columbia, MO 65211 

CONTINUATION SHEET FOR ANNUAL REPORT 
OF RESEARCH FACILITY 
:( TYPE OR PRINT) 


1. REGISTRATION NO. • 43-R-0048 


Inieragency Report Control No. 
0180-DOA-AN 


FORM APPROVED 
0M8 NO. 0579-0036 


2- HEADOUARTERS RESEARCH FACILITY (Name and Address, as tegislered wrt/i USDA 
include Zip Code) 

University of Missouri-Columbia 
205 Jesse Hall 
Columbia, MO 652 1 1 




Animals Covered 
By The Anirnal 
Wellare Regulations 


12. &,'OR 13. Other 
(Us! by species) 


13: Other animals co 


gerbils 


voles 


B. Number ol 
animals being 
bred, 

conditioned, or 
held lor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 


C Number ol 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 


Number ol animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and lor which appropriate 
anesihelic, analgesic, or 
iranquili 2 ing drugs were 
used. 



I 


assurance statements 


1). Prolessionally acceptable standards governing the care, treatment, and use ol animats, including approrvate use ol anesthetic, analgesic, and iianquilizing drugs, prior to, during, 
and lollowing actual research, leaching, testing, surgery, or experimentation were loltowed by this research lacility. 

.2). Each principal investigator has considered alternatives to painlul procedures. 

3). This lacility is adhering to the standards and regulations under the Act, and it has required that exceptiorvs lo the standards and regulations be specilied and explained by the 
principal investigator and approved by the Institul'ional Animal Care arvj Use Committee QACVC). A summary ol all such exceptions is attached lo this annual reprorl. In 
addition to kJentilying the lACUC-approved exceptions, this summary includes a briel explanation ol the exceptions, as well as the species and number ol animals allected. 

The attending veterinarian lor this research lacility has appropriale authority to ensure the provision ol adequate veterinary care and to oversee the adequacy ol other aspects ol 
animal care and use. 


CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

1 certily that the above is true, correct, and complete (7 U.S.C. Section 21<<3). 


name I TITLE OF C-E-O. OR INSTITUTIONAL OFFICIAL (Type or PimQ- 


date signe; 


11 / 20/00 


ANMIN rUKM /U:^dA 
















University of Missouri-Columbia (43-R-048) 
Annual Report of Research Facility - Attachments 
FACILITY LOCATIONS: 


AHton Bldg. 

-lab: room 233, 234 

Animal Science Research Center 
-animal housing facility; ASRC Units B, C, D, F, 

-labs: E142, N126, N152, N153, & N190 

Clydesdale Hall 

-animal housing facility: 13, A222 ward, A227, A230-1, A253, A256, A266, A268, A273, B120C, B125, B208, B213, & B229 

Connawav Hall 

-animal housing facility, 1 st floor: rooms W2-23, W1 04, W11 7, and W1 02-W1 23 

Dalton Research Center 

-animal housing facility: rooms 106, 108, 112, 114, 116, 118, 124, 221 A, 225A, 226, 228, 230, 233A, 233B. 311, 312, 313, 329, 
331,334 

-labs: 104, 203, 209, 229, 306, 309, 310, 31 1, 312, 313, 314, 322, 325, 326, 328 

Enaineering Blda 
-animal housing: room C2204 

Green Building 
-animal housing; room 115 

Laboratory Animal Center 
-animal housing facility: rooms 1-26 

Lefevre Hall 

-animal housing: rooms 2, 3, 5, 9, 19,21, 24, 27, 28A, 28B, 28C, 28D, 28E, 29A, 29B, 29C, 206, 

-labs: 113, 208,209,214 

Medical Science Building 

-centralized animal care facility, 1st floor (including experimental surgery) - animal housing rooms: A101-A164 
-labs: rooms M332, M401, M420, M423, M463, M514, M648, N422, N507, NE305, NE306, NW300, and NW303 

Middlebush Farm 

-animal housing and use: Equine Center, Theriogenology Bldg., paddocks 



I M ftrport m f«qu*r»d by taw (7 USC 21**3). Fiitura to noport according to tho rogutaoon* can *** O atlachod form for Interagoncy Raport Control no 

nMuft in an ordar to caaaa and daaiat and to ba aubfact to panartiaa aa promdad ter in S&ction Zi ^ addibonal information. Old&OOA-AN 


UNITED STATES DEPAPTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVK^ 

1, CeRTIPICATENUM86R: 47-R-0010 

CUSTOMER NUMBER: 1 550 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

Schering-Plough Animal Health ^ 200G 

Po Box 3113 

Telephone: 

(402)331-3900 

Omaha, NE 68103 

|3. REPORTING f ACIUTY ( List ail locaoons where animals wera housed or used in actual resaaicn. tesbng. or expenmenubon. or held for these purposes. Attach addrbonal sheers d necessary ) 

FACIUTY LOCATIONS ( Sites ) • See Aaehed Lisbng 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY { Attach additional sheets If necessary or U5« APHIS Form 7021» ) 


A. 

Animals Covered 

8y Tha Animal 
Walfara Ragulattons 

B. Numbar of 
animals baing 
brad, 

condrbonad. or 
haM tor use in 
taeehing. tesbng, 
experiments, 
raeeercn. or 
surgery but not 
yet used tor such 
purposes. 

C. Number of 
animals upon 
which Isacning. 
resaaich, 
•xpanmants. or 
tests were 
conducted 
involving no pain, 
distress, or use 
of pein-raiieving 
drugs. 

0. Number of animals upon 
which expanmenis. 
teaching, research, 
surgery, or tests ware 
conducted involving 
accompanying pain or 

1 distress to tha animals 

{ and tor which 

approonata anestheoc. 

1 analgesic, or _ * 

tranquilizing drugs wara 

1 used. 

E. Number of animals upon which teaching, ■xperimants, 
research, surgery or tests wore conducted involving 
accompanying pain or distresa to the animals and tor 
which tha usa of appropnata anesthabe, inalgasie, or 
tranquilizing drugs would have adversely affected the 
procedures, results, or interprotabon of tha teaching. 

1 reseercn. axpanmants, aurgary, or tests. ( An 

1 explanation of tha procedures producing pam or distrass 

in these animals and the reasons such drugs ware not 
! used must be attached to this report ). 

1 

! 

F. 

TOTAL NUMBER 
OF animals 

( COLUMNS 

C + 0 ♦ E) 

4. Dogs 

2 

163 

1 45 j ’52 

260 

S. Cats 

10 

176 

27 ' 

12 

215 

6. Guinea Pigs 

16 

637 

102 1 

. 128 

867 

7. Hamsters 

23 

775 

0 

,1205 

1980 

S. Rabbits 

0 

47 

704 

0 

751 

9. Non-human Primates 

0 

0 

0 

0 

0 

0. Sheep 

0 

0 

0 

0 

0 

1. Pigs 

0 

0 

0 

0 

0 

2. Other Farm Animals 

0 

0 

0 

0 

0 

1 






p 

3. Other Animals 





1 

Mink 

0 

33 

108 

50 

191 











1 

1 

1 


j AS$U«A*4C6 STATEMEWTS 


1) pToteMiomlty aoc^ptnW* Kandanis govafning ttM cara. vaatnUnt, and uaa al animals, including appcopnata usa of anastaoc. anatgasic, and tranquiliaing daiga. poor to, during, and tolloMing actual 
rasaafcn. taachirtg, tsa<ir>g, aurgary, or asrpanmantabon wtm Mlowad by this raaasr ch facility. 

2) Each principal i m aa ti gator haa considarad aitamatiyaa to painful ptocadutaa. 

3) 'This facility is adharittg to th« stsndsrds and ragulations undar tha Act, and it haa raquirad lhat excapborts O tha stondards and regulations ba specified and explained by the principal invasbgator ana 
approved ^ the Irtsbtubortsl Animel Care and Use Commrttee (lACUC). A summary of all such axcsptiens Is attached to this annual rsport In addibon to identifying the lACUC-approved axcecoons 
this summary indudee ■ brief ei^nabon of the axcepbona, as wail as the species and number of animals affected. 


4) The attending vatsrinarwi tor this ra a ta reh facility has appropriata authority to anaura tha provisiott of arfaguato vabttinary care and to ovarsae tha adequacy of other aapects of animal care ana use 



CERTIFICATION BY HEADQUARTERS RESEARCH FACIUTY OFFICIAL 
( Chidf Exacutivd Officer or Legally Responsible liistilutional Official ) 

/ certty Ifief ffw ebova M true, correct and oompMa ( 7 Lf.SC. Seebon 2y43 ; 


SIGNATURE 

L OFFICIAL 

NAMRSTTrLFOFC&d ORINSTTnmONALOFFiCLAL / Ti/ae nr PnA# I 

lOATErSlGNED 

APHIS FORM 

(Raptecaa VS FORM 1S-23 (OCT 80). which is obsoMa.) 

-- ' 



(AUG SI 



























































2000 ANNUAL REPORT OF RESEARCH FACILITY 

Schering-Plough Animal Health Corp. 

21401 West Center Road 
Elkhorn, Nebraska 68022 

Registration No. 47-R-0010 

Column E Entries 


Dogs: 

A total of 52 dogs are listed in Column E. Eleven (11) dogs were part of a 
bacterial vaccine challenge development model study conducted according to 
European Union Council Directive for product registration 92/18/EEC, Part 7, C 
(1), C (2) and C (3). Pain and distress-relieving drugs were not utilized in these 
tests because they would mask the effects of the virulent challenge. 

Fourteen (14) dogs were used in a viral vaccine dose titration study. The study 
was conducted in accordance with APHIS/VS General Licensing Considerations 
#800.200 (12 May 1995), APHISA/S Memorandum 800.70 (29 May 1998), 
European Union Monograph 1998:0451; Directive 92/18/EEC, Title II, Parts 8 & 

9; and Guidelines. 

Twenty-seven (27) dogs were used in a viral vaccine immunogenicity study. The 
study was conducted in accordance with APHIS/VS General Licensing i i 
Considerations #800.200 (12 May 1995), APHIS/VS Memorandum 800.70 (29 
May 1998), European Union Monograph 1998:0451; Directive 92/18/EEC, Title II, 
Parts 8 & 9; and Guidelines. 

Cats: 

The twelve cats listed in Column E were used in a dose titration study for a viral 
vaccine. The study was conducted in accordance with APHIS/VS General 
Licensing Considerations #800.200 (12 May 1995), APHIS/VS Memorandum 
800.70 (29 May 1998), European Union Monograph 1998:0451; Directive 
92/18/EEC, Title II, Parts 8 & 9; and Guidelines. 
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2000 ANNUAL REPORT OF RESEARCH FACILITY 

Schering-Plough Animal Health Corp. 

21401 West Center Road 
Elkhorn, Nebraska 68022 


III. Guinea Pigs: 


A total of 128 guinea pigs are listed in Column E. The guinea pigs were used in 
eleven bacterial vaccine potency tests according to APHIS, 9CFR sections 
1 13.106 or 1 13.107. While all the vaccinated animals were protected from death, 
the nature of the challenge material induced swelling and pain at the injection 
sites for the duration of the three-day study. 

III. Hamsters: 

A total of 1205 hamsters are listed in Column E. A total of 514 hamsters were 
used as unvaccinated controls or in the LD 50 determination segments of potency 
tests for bacterin production. A total of 691 hamsters were used for in vivo 
challenge passage tests for bacterin production. Both tests were conducted 
according to USDA-mandated methods specified in APHIS, 9CFR sections 
1 1 3, 1 02 and 1 1 3. 1 03 and Supplemental Assay Methods 609 and 61 0. These 
tests require illness or death as the end point. Pain and distress-relieving drugs 
were not utilized in these tests because they would mask the effects of the 
virulent challenge. In the potency test, all survivors are humanely euthanatized 
at the end of the 14-day observation period. In the challenge passage test, 
hamsters designated as liver donors and other surviving hamsters are humanely 
euthanatized as soon as possible. 
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2000 ANNUAL REPORT OF RESEARCH FACILITY 

Schering-Plough Animal Health Corp. 

21401 West Center Road 
Elkhorn, Nebraska 68022 


IV. Mink: 

A total of 50 mink are listed in Column E. A total of 45 mink were used as 
unvaccinated controls or died despite pre-challenge vaccination as part of 
bacterin-toxoid and virus Potency tests conducted according to US DA mandated 
methods specified in APHIS, 9CFR sections 1 13.1 10 and 113.204. Pain and 
distress-relieving drugs were not utilized in these tests because they would mask 
the effects of the virulent challenge. Surviving mink were humanely euthanatized 
as soon as possible at the completion of a study. 

Three mink were used as unvaccinated controls as part of a bacterin serial 
release test for a conditionally licensed bacterin-toxoid for cattle. The mink 
potency test was conducted according to APHIS, 9CFR sections 1 13.1 10 (c). 



2000 ANNUAL REPORT OF RESEARCH FACILITY 

Schering-Plough Animal Health Corp. 

21401 West Center Road 
Elkhorn, Nebraska 68022 


SUMMARY OF EXCEPTIONS TO THE REGULATIONS AND STANDARDS - 
WITH EXPLANATIONS 

1 . In two challenge model studies involving zoonotic infectious bacterial 
diseases in a total of 27 dogs, the principal Investigator requested changes in 
sanitizing and exercise requirements to reduce cross-contamination among 
treatment groups and for biosafety concerns. These changes were approved by 
thelACUC. 

2. In one viral vaccine dose titration study and one viral vaccine duration of 
immunity study involving a total of 53 dogs, the principal investigator requested 
changes in sanitizing and exercise requirements due biosafety concerns about 
the zoonotic virus. These changes were approved by the lACUC. 
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Attachment to form 7023 


Testing is performed in hamsters in accordance with 9 CFR 113.101, 113.102, 113.103 
and 1 13.104 to release USDA licensed product containing leptospira organisms. The 
hamsters listed in column E were either used for passage of the challenge cultures or as 
negative control animals which were challenged with viable organisms. 9 CFR 
regulations do not allow the administration of any treatment concurrent with testing. 
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ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 
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3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY L0CAT10NS(s((esj 


BIOCOR ANIMAL HEALTH, INC ^*50 

OMAHA, NE 68134 


1. REGISTRATION NO. CUSTOMER NO. 

47-R-0026 . 1809 

FORM APPROVED 
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1 2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. I 

include Zip Code) 


BIOCOR ANIMAL HEALTH, INC. 

2720 N 84TH ST 


OMAHA, NE 68134 




REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets ifnece 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

4. Dogs 



C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, , 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


APHIS FORM 7023A ) 


r of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures produdng pain or distress In these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 

, OF ANIMALS 

{Cols. C + 

D + E) 


6. Guinea Pigs 


7. Hamsters 

44 

8. Rabbits 


9. Non-Human Primates 


10. Sheep 

41 


12. Other Farm Animals 


Cattle 

12 



105 



105 




ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type orPrirtt) 

DATE SIGNED 



11/02/2004 
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1. Registration Number: 47-R-0026 / 1809 
2/3. Species (common name) & Number of animals used in this study: 
Hamsters (3696) 



4. Explain the procedure producing pain and/or distress. 

Leptospira potency testing (9 CFR 113.101, 102, 103 and 104). 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

The tests are required by regulation as a proof of Leptospiral vaccine potency to be conducted on each serial of vaccine 
produced. Death of hamsters in this test has been used for many years to indicate lack of protection from leptospirosis. 
Because the vaccine is given at fractional dose, the test amounts to a protective endpoint determination for the vaccine 
being tested. Leptospirosis in hamsters almost always results in acute onset and rapid death. The rapid progression of 
the disease in the hamster gives little opportunity for intervention. Furthermore, pathology would likely be impacted by the 
use of anti-inflammatories. For this reason, neither Biocor Animal Health nor USDA/CVB-L uses any substance to reduce 
pain or distress. The impact on length of disease, duration and severity, which might occur with use of pain medications, 
is not known. Use of any drugs, therefore, would invalidate the scientific value of the protection endpoint determined by 
the test. Lack of confidence in the endpoint would render the test itself useless forjudging vaccine potency. 
USDA/APHIS/CVB is engaged in developing in vitro potency test alternatives for products that require this test: Until such 
time as a validated USDA/APHIS/CVB-approved alternative is available, this standard test is obligatory. No alternatives 
exist at this time, and no CVB approved means of relieving pain and distress for this use of hamster are yet available. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Agency: APHIS, 9 CFR 113.101, 102, 103 and 104. CFR: 


Approval Status: 
Approved/Disapproved By: 
Date: 


Disapproved Reason; 



This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 
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Interagency Report Control No 
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UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

48-R-0004 1400 

FORM APPROVED 

0MB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

BAYER CORP. AGRIC. DIVISION, TOXICOLOGY 

BAYER RESEARCH PARK 

1 7745 S METCALF AVE 

STILWELL, KS 66085 
(913)433-5221 

3. REPORTING FACILITY (list all locations where animals were housed or used ii 
sheets if necessary.) 17745 S. Metcalf s Stilwel] 

actu^^eg^^,^t^g, teaching, or experimentation, or held for these purposes. Attach additional 


FACILITY LOCATIONSfstfes) 


See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach addaional sheets if necessary or use APHIS FORM 7023A ) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Nurhberof 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquiliting drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
intenvetation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animats and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C 

D + E) 

4. Dogs 


464 


12 

476 

5. Cats 


149 


22 

171 

6. Guinea Pigs 


64 


0 

64 

7. Hamsters 


0 



0 

8. Rabbits 


0 



0 

9. Non-Human Primates 


0 



0 

10. Sheep 


0 



0 

1 1 . Pigs 


0 



0 

12. Other Farm Animals 


0 



0 







13. Other Animals 


0 



0 




















ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, leaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animat Care and Use Committee (lACUC). A summary of all the exceptions Is attached to this annual report. In 
addition to identif^'ng the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research fadlity has appropnate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legaiiy Responsibie instltutionai official) 

t certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.0 OR iustiti mnwii OFFICIAL 
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APHIS Form 7023 Site List 


The following sites have been reported by the faciilty. 


Registration Number: 48-R-0004 

Customer Number: 1400 

Facility: BAYER CORP. AGRIC. DIVISION, TOXICOLOGY 

BAYER RESEARCH PARK 
17745 S METCALF AVE 
STILWELL, KS 66085 
(913) 433-5221 


SITE1 

17745 S. METCALF 
STILWELL, KS 66085 


BEC 1 6 



Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its 
use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as 
part of an explanation. A Column E explanation must be written so as to be understood by lay persons as 
well as scientists. 


1. Registration Number; 48-R-0004 

2. Numbe r 24 (22 which experienced unalleviated pain or distress) o f animals used in study. 

3. Species (common name^ Feline o f animals used In study. 

4. Explain the procedure producing pain and/or distress. 

Two groups of 12 kittens each received an oral dose of a dermal product with an lACUC approved 
procedure. Clinical signs were limited to salivation (5 of 24) and vomiting (17 of 24). Animals were 
under observations recorded at 1 , 2, 4 and 6 hours on the day of dosing. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. (For Federally 
mandated testing, see Item 6 below) 

The distress was limited to the salivation of 5 cats and vomiting in 1 7 along with gastric upset for two 
hours In 4 cats of 17, which resolved on its own. The purpose of this study was to define and 
characterize the toxicological properties of an experimental drug (test article). Alleviation of pain or 
distress could mask the effects of the test article, invalidating the test. Professional veterinary care is 
available 24 hours a day if there is an extreme adverse reaction or health conditions that would result in 
obvious pain to the animal, or reactions of a life-threatening nature. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

Target Animal Safety Guidelines for New Animal Drugs, Office for New Animal Drug Evaluation ENTER 
FOR Veterinary Medicine, Food and Drug Administration, #56, July 10, 2001. 

Agency CFR 



Column E Explanation 


This form is intended as an aid to completing the Coiumn E explanation. It is not an official form and its 
use is voluntary. Names, addresses, protocols, veterinary care programs, and the iike, are not required as 
part of an explanation. A Coiumn E expianation must be written so as to be understood by iay persons as 
well as scientists. 


1 . Registration Number: 48-R-0004 

2. Numbe r 32 (3 which experienced unalleviated oain or distress) of animals used in study. 

3. Species (common name) Canine of animals used In study. 

4. Explain the procedure producing pain and/or distress. 

The dogs were being fed a test compound which was mixed with their food to evaluate the toxicity of 
the compound in dogs over a 90 day period. The compound caused the formation of calculi in the 
urinary tract (i.e., the kidneys, bladder, ureter, and urethra) of the males. In the three dogs, the calculi 
caused pain/distress as demonstrated by: 1) a marked reduction in food consumption for one dog for 
approximately 10 days, with normal behavior and no signs of distress, until day eleven when the dog 
became lethargic. 2) The other two dogs were found one morning to be extremely lethargic and in 
apparent distress. Prior to this the two dogs had normal behavior and showed no signs of distress. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. (For Federally 
mandated testing, see Item 6 below) 

The pain/distress of the dogs was based on their behavior. As soon as the dogs became lethargic, 
indicating pain, the dogs were euthanized by injection. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


CFR OPPTS 870.3150 


DEC 1 6 K”" 


Agency EPA 


Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its 
use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required 
as part of an explanation. A Column E explanation must be written so as to be understood by lay 
persons as well as scientists. 


1 . Registration Number: 48-R-0004 

2. Numbe r 16 f1 which experienced unalleviated pain or distress! o f animals used in study. 

3. Species (common name) Canine of animals used in study. 

4. Explain the procedure producing pain and/or distress. 

Animals were orally gavaged with a pharmaceutical compound to evaluate the toxicity of the 
compound over two weeks. Administration of the test article may have caused excessive vomiting. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see Item 6 below) 

The animal died within 30 minutes of experiencing respiratory distress. There was no time for 
intervention that could have prevented the death of the dog. Moreover, the purpose of this study 
was to define and characterize the toxicological properties of an experimental drug (test article). 
Alleviation of pain or distress could mask the effects of the test article, invalidating the test. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Prior to the approval of a new drug, the sponsor must show that the drug is safe for use as 
recomended in the proposed labeling [21 CFR 514.1(b)(8) and section 512 (d) of the Federal Food, 
Drug and COSMETIC Act]. 

Agency CFR 


DEC 1 6 2''03 


Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its 
use is voluntary. Names, addresses, protocols, veterinary care programs, and the iike, are not required 
as part of an explanation. A Column E explanation must be written so as to be understood by lay 
persons as well as scientists. 


1. Registration Number: 48-R-0004 

2. Numbe r 40 (2 which experienced unalleviated pain or distress^ o f animals used in study. 

3. Species (common name ) Canine o f animals used in study. 

4. Explain the procedure producing pain and/or distress. 

Animals were being orally gavaged with a pharmaceutical compound to evaluate the toxicity of the 
compound over a 90-day period. Two animals experienced bloody, loose stools. It was undear 
whether administration of the test artide or something else caused this condition. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see item 6 below) 

It is important in studies of this type to determine what the maximum tolerated dose is. Pain & 
Distress (diarrhea) resolved within 24 hours. The purpose of this study was to define and 
characterize the toxicological properties of an experimental drug (test article). Alleviation of pain or 
distress could mask the effects of the test article, invalidating the test. Professional veterinary care 
is available 24 hours a day if there is an extreme adverse reaction or health conditions that would 
result in obvious pain to the animal, or reactions of a life-threatening nature. 


6. What, if any. federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 11 3.1 02): 

Prior to the approval of a new drug, the sponsor must show that the drug is safe for use as 
recomended in the proposed labeling [21 CFR 514.1(b)(8) and section 512 (d) of the Federal Food, 
Drug and COSMETIC Act]. 

Agency CFR 


Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its 
use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required 
as part of an explanation. A Column E explanation must be written so as to be understood by lay 
persons as well as scientists. 


1 . Registration Number: 48-R-0004 

2. Numbe r 32 f3 which experienced unailevlated pain or distress! of animals used in study. 

3. Species (common name ^ Canine o f animals used in study. 

4. Explain the procedure producing pain and/or distress. 

Animals were orally gavaged with a pharmaceutical compound to evaluate the toxicity of the 
compound over 28^ays. Administration of the vehicle control or test article induced excessive 
vomiting. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see Item 6 below) 

Ail animals died within 30 minutes of experiencing respiratory distress. There was no time for any 
intervention that would have prevented death. Moreover, the purpose of this study was to define 
and characterize the toxicological properties of an experimental drug (test article). Alleviation of 
pain or distress could mask the effects of the test article, invalidating the test. Professional 
veterinary care is available 24 hours a day if there is an extreme adverse reaction or health 
conditions that would result in obvious pain to the animal, or reactions of a life-threatening nature. 


6. What, if any. federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

Prior to the approval of a new drug, the sponsor must show that the drug is safe for use as 
recomended in the proposed labeling [21 CFR 514.1(b)(8) and section 512 (d) of the Federal Food. 
Drug and COSMETIC Act]. 

Agency CFR 


Column E Explanation 


This form is intended as an aid to compieting the Column E explanation. It is not an official form and its 
use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required 
as part of an explanation. A Column E explanation must be written so as to be understood by lay 
persons as well as sdentists. 


1. Registration Number: 48-R»0004 

2. Numbe r 20 f3 which experienced unalleviated pain or distress^ o f animals used in study. 

3. Species (common name ^ Canine o f animals used in study. 

4. Explain the procedure producing pain and/or distress. 

Animals were orally gavaged with a pharmaceutical compound to evaluate the toxicity of the 
compound over a 7-day period. Two high dose females had diarrhea, were anorexic & lethargic for 
48 hours. One mid dose female had similar signs for 24 hours. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or 
means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see Item 6 below) 

All animals experiencing pain & distress were in the mid or high dose groups, it is important in 
studies of this type to determine what the maximum tolerated dose is. Pain & Distress (diarrhea) 
resolved within 24 hours. The purpose of this study was to define and characterize the toxicological 
properties of an experimental drug (test article). Alleviation of pain or distress could mask the 
effects of the test article, invalidating the test. Professional veterinary care is available 24 hours a 
day if there is an extreme adverse reaction or health conditions that would result in obvious pain to 
the animal, or reactions of a life-threatening nature. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

Prior to the approval of a new drug, the sponsor must show that the drug is safe for use as 
recomended in the proposed labeling [21 CFR 514.1(b)(8) and section 512 (d) of the Federal Food. 
Drug and COSMETIC Act]. 

Agency CFR 


DEC 16 ^ 


TMs r^ort is required by law (7 USC 2143). Failure to report accordinfl to the regulations can 
result in an order to cease and desist and to be subject to penalbes as provided for in Section 2150. 


See reverse side for 
additional Information. 


Interagency Report Control No 
0180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

48-R-0107 14439 

FORM APPROVED 

OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name anti Address, as registered wSn USDA. 
kiclude Code) 

BIOMUNE CO. 

8906ROSEHILL RD 

LENEXA. KS 66215 
(913)894-0230 

J. KbPUH 1 INb FAClLlt V (List ail locations wnere animals were housed or used in actual research, tasting, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILtTY LOCATIONSrs«es) 


See Attached Listing 


REPORT^F_^IMAij USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach a(/dHlonal shOBts H necessary or use APHIS FORM 7023A ) 


A. 

Animals Covered 

By The Animal 

Welfore Regulations 

B. Number of 
animals bdng 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet us^ for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
te^ were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving dnigs. 

D. Number of animals upon 
which axparimsnts, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upoi^ which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress to these 
animala and the reasons such drugs were not used 
must be attached to dils report) 

F. 

TOTAL NO. 
OF ANIMAL* 

(Cots. C * 
D + E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 

■ 9 ' 

I 

- 9 ' 

99 

3 

7. Hamsters 






8. Rabbits 

- 9 - 

^S3 

- 9 - 


3, S3 

9. Non-Human Primates 

1 0. Sheep 







11. Pigs 






12. Other Farm Animals 












13. Other Animals 

























ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the cars, treatment, and use of animals, including appropriate use of anesihetle, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 


3) This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the institutional Animal Care and Use Committae (lACUC). A summary of all the exceptions Is attached to this annual report, in 
addition to identifying the tACUC-approved exceptions, Ihto summary includes a brief explanation of the exceptions, as well as the spades and number of animals affected. 


4} The attending veterinarian for this research fadiity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 


I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 


y^HIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88), which is obsolete 

(AUG 91) 


DATE SIGNE: 



PARTI -HEADQUARTEI 

l)CI2l2«Bi 


























APHIS Form 7023 Site List 


The following sites have been reported by the facility. 


Registration Number; 

48-R-0107 

Customer Number: 

14439 

Facility: 

RIOMUNE CO. 


8906 ROSEHILL RD 


LENEXA, KS 66215 


(913)894-0230 


8906 ROSEHILL RD 
LENEXA, KS 66215 


OCT 21 2003 * 






UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1 REGISTRATION NO CTrsT? \ 

50-R-001 

TORM APPPfjvED 

0MB NO 0S7g 003f) 


1 2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. I 

1 .• ■ 

include Zip Code) 


ANNUAL REPORT OF RESEARCH FACILITY 

Haskell Laboratory 


(TYPE OR PRINT) . 15 19i 

jn / E. I. du Pont de Nemours and Company 

[ P.O. Box 50, Elkton Road 

-Ml 

Newark, DE 19714-0050 



3. Rf^ORTING FACILITY (Lisl all locations where animals were housed or used in actual res 
sheets il necessary ) 

«arch, les^^TjeaChing, or expenmeniaiion, or held lor these purposes. Aitach additional 


FACILITY LOCATIONS (Sites) 


Haskell Laboratory Building 1 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (A(tach attijilioital shoeis il iwcessury or use APHIS FORM ro?3A) 


A. 

Animals Covered 

By The Animal 

Wellare Regulations 

B. Number ol 
animals being 
bred. 

conditioned, or 
held lor use in 
leaching, tesling, 
experiments, 
research, or 
surgery but not 
yet used tor such 
purposes. 

C Number ol 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

0. Number ol animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress lo Ihe animals 
and lor which appropriate 
anesihelic, analgesic, or 
Iranquilifing drugs were 
used 

E. Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accumpanying pain or distress 
lo Ihe animals and lor whtch Ihe use ol appropriate 
anesihelic, analgesic, or iranquilizing drugs would 
have adversely allecled the procedures, results, or 
itilerprelalion ol Ihe leaching, research, 
experimenls, surgery, or lesis (An explanation ol 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached lo this report) 

F. 

TOTAL NO 

OF ANIMALS 

(Cols. C * 

0 * E) 

4. Dogs 

0 

0 

0 

0 

0 

5. Cals 

0 

0 

0 

0 

0 

6. Guinea Pigs 

0 

0 

0 

0 

0 

7. Hamsters 

0 

0 

0 

0 

0 

8. Rabbits 

0 

756 

0 

69* 

825 

9. Non-human Primates 

0 

0 

0 

0 

0 

10. Sheep 

0 

0 

0 

0 

0 

1 1 . Pias 

0 

0 

0 

0 

0 

12 . Other Farm Animals 

0 

0 

0 

0 

0 







13. Oltier Animals 

0 

0 

0 

0 

0 







* please see att£ 

.chment for 

explanat ior 











I ASSURANCE STATEMENTS 


I) Pfolebsioiially acceptable standards governiiuj itie cate. Itealinenl. and use ol aniirials. including appioriale use ol anesthetic, analgesic, and liaiujuili^ing dings, prior to. during, 
and lolluwirig actual research, leaching, testing, surgery, or expcriitientaliori were tollowed by Ihis research lacitily 


2) Each principal invesligalor has considered alternatives to paintul procedures 


J) Tins lacilily is adhering lo Ihe slandards and regulations under the Ad. and it has re<|uired that exceptions to the standards and regulations be specilied anil explained liy the 
piincipal invesligalor and approved tiy Ihe Insliliilional Animal Caie and Use Coininiiiee (lACUC) A summary ol all such exceptions is attached to Ihis annual report. In 
addition lo iderililying Ihe lACUC approved exceptions, this summary includes a briel explanation ol Ihe exceptions, as well as Ihe species and numbei ol animals allecled 


■») The allending velerinaiian lor tins reseaich tacilily has appropriate aulhorily lo ensure Ihe provision ol adequate veterinary care and lo oversee Ihe adeijuacy ol other aspects ol 
animal care and use 


CKiniFICATION HY IIEADQUAKTKS RESEARCH EACiLITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I certify that Ihe above is true, correct, arnt i:i>niplele (7 U S C Section 2143) 


SIGNATURE OF 


C.E.O. OR INSTITUTIONAL OFFIQIAI, 


NAME & TITLE OF C.E.O. OR INSTITUTIONAL 


official fType or Print) 


DATE SIGNED 



(Replaces VS FORM 18-23 (OCT 88). whicfi is ohsoleie ) 
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(AUG 91) 
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November 4, 1999 


Elizabeth Goldentyer, DVM 
USDA, APHIS, REAC 
Eastern Regional Office 
920 Main Campus Drive 
Suite 200, Unit 3040 
Raleigh, NC 27606 

Dear Dr. Goldentyer: 

To address the issue of the category E animals in our annual report, I am providing a 
list of eight types of skin irritation studies and four types of eye irritation studies which 
were conducted at the Laboratory. All study protocols and SOP’s were reviewed by the 
Laboratory’s Institutional Animal Care and Use Committee (lACUC). 

Skin Irritation Studies 


1. Skin Corrosion Test - A skin corrosion study is conducted to determine an 
International Maritime Dangerous Code (EMDC) packaging class for chemicals. 

2. Skin Irritation Study in Rabbits - The purpose of this study is to supply safety 
assessment information and to enable companies to file for pre-manufacturing 
notifications (PMNs). 

3. Skin Irritation Study Under Potential Use Conditions - The purpose of this study is to 
supply safety assessment information and to enable companies to file for pre- 
manufacturing notifications (PMNs). 

4. Skin Irritation Screen - The purpose of this study is to supply safety assessment 
information for Discovery compounds. 

5. Acute Dermal Irritation/Corrosion Study - This study is conducted for the registration 
of agricultural products with the Organization for Economic Cooperation and 
Development (OECD) and European Economic Community (EEC). The Acute 
Dermal Irritation/Corrosion Test is also conducted to aid in determining a Workplace 
Hazardous Material Identification System (WHMIS) rating for Canada and a 
Hazardous Material Identification System (HMIS) rating for the United States. 


E. I. du Pont de Nemours and Company 
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6. Skin Toxicity Screen - This study is designed to determine the toxicity by dermai 

absorption of substances of similar chemical structure to substances previously shown 
to be toxic by the dermal route. This study is conducted for Discovery compounds. 

7. Skin Absorption Approximate Lethal Dose Study - This study is performed for safety 
assessment and to determine a packaging clasJSf'the transportation of chemicals. 

8. Acute Dermal Toxicity Study - This study is conducted for the registration of 
agricultural products with EPA FIFRA. 


Eve Irritation Studies 

1. Eye Irritation Study - The purpose of this study is to supply safety assessment 
information and to enable companies to file for pre-manufacturing notifications 
(PMNs). 

2. Primary Eye Irritation Study - This study is conducted for the registration of 
agricultural products with EPA FIFRA. 

3. Acute Eye Irritation/Corrosion Study - This study is conducted for the registration of 
agricultural products with the Organization for Economic Cooperation and 
Development (OECD) and European Economic Community (EEC). 

4. Eye Irritation Screen - The purpose of this study is to supply safety assessment 
information for Discovery compounds. 


The lACUC approved the conduct of these studies without the use of anesthetics, 
analgesics or tranquilizing drugs because the use of such drugs could adversely influence 
the experimental compound’s effect of the animal or alter the animal’s reaction to the 
experimental compound, resulting in invalid interpretation of the clinical signs by the 
scientists. There is very little information in the scientific literature that directly 
addresses this issue. Two recent articles*’" have indicated that there are no specific 
topical ocular anesthetics that should be used in ocular irritancy testing. Ocular topical 
anesthetics may delay comeal healing, decrease lacrimation and increase the permeability 
of comeal epithelium. These documented adverse effects suggest that the use of these 
dmgs in ocular irritancy tests may confound results. In addition, the dismption of natural 
ocular protective banders might increase the toxicity of the test substances. 

The use of systemic analgesics has also been considered. The dearth of 
information in the scientific literature addressing potential effects of experimental 
compound permeability, and describing the physiologic, psychologic, and pharmacologic 
effects of these analgesics on the rabbit, makes their use inappropriate in our routine 
testing programs. 



SoRooo \ 


DuPont actively supports research programs to develop scientifically acceptable 
refinements and alternative to animal testing. At present, there are no validated 
alternatives that would completely replace animal tests which are required by national 
and international laws and regulations. 


Sinc$dy, 
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this report is required by law (7 DSC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 21 50. 
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UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


CONTINUATION SHEET FOR ANNUAL REPORT 
OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 

57-R-0005 


CUSTOMER NO. 
900 


Interagency Report Control No 
0180-DOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

UNIVERSITY OF GEORGIA 

VP FOR RSCH. BOYD GRAD RSCH CTR RM 612 

ATHENS. GA 30602 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use this form.) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use In 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


0. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 

D + E) 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animats affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E-0. OR INSTITUTIONAL OFFICIAL (Type or Print) 

' 

DATE SIGNED 

11/22/2004 



APHIS FORM 7023A 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which Is obsolete 
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APHIS Form 7023 Additional Reported Sites 


The following additional sites have been reported by the facility. The reported sites have not been verified by APHIS and 
have been provided by the facility solely for completeness of the APHIS Form 7023 Annual Reporting submission. 


Registration Number: 57-R-0005 

Customer Number. 900 

Facility: UNIVERSITY OF GEORGIA 

VP FOR RSCH, BOYD GRAD RSCH CTR RM 612 
ATHENS, GA 30602 


College of Pharmacy, Main Campus 
University of Georgia 
Athens, GA 30602 

Life Sciences Building, Franklin College of Arts and Sciences, Main Campus 
University of Georgia 
Athens, GA 30602 

College of Veterinary Medicine, Main Campus 

College of Veterinary Medicine, Riverbend and Oconee County Farms 

University of Georgia 

Athens, GA 30602 

Savannah River Ecology Laboratories 

Aiken, South Carolina 




DEC 0 1 2004 
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The University of Georgia 


Phone: (706) 542-5933 


Office of the Vice President for Research 

Animal Care and Use Program Fax: (706) 542-5638 


lACUC-Approved Exceptions to the Regulations 

57-R-005 

At the September 16, 2004 lACUC meeting, an exception to the regulations was 
reviewed and approved. Dr. Scott A. Brown submitted the exception as a modification of 

a previously approved protocol, r - 1 Dr. Brown requested an exception to 

cage sanitation practices in his research using cats. The cats have implanted telemetry 
devices and their home cages have receivers and associated wiring for the telemetry 
devices fixed to them. It is very difficult to remove and then reinstall these fixed 
elements for mechanized sanitation of the cages. It was proposed that the floor panels, 
litter boxes, hammocks, and divider panels, all surfaces that the cats have substantial 
contact with, be sanitized on the usual schedule of every two weeks. Only the stainless 
steel frame with attached woven wire panels would not be sanitized on this schedule and 
would be washed at the conclusion of the study, a period of 96 days total. 


608 Boyd Graduate Studies Research Center 
Athens, Georgia 30602-7411 

An Equal Opportunity/Affirmative Action Institution 


This report is required by law (7 USC 2M3>. Failure to report according to the regulations can See reverse side lor Interagency Report Coiilrul No 

result in an order to cease and desist and to be subieci to penalties as provided lor in Section 2150 additional information. 0I80-0OA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. 

50-R-0010 

FORM APPROVED 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

DuPont Pharmaceuticals Research Labs 

P.O. Box 80400, E400/27I0 

Wilmington, DE 19880 
(302) 695-1190 

3. REPORTING FACll-ITV (Lisi aH locAliofis where animaK were houseO or used in actuat research. leslinQ. leachmQ. or experimentation or held lor these purposesr Attach addiliooat 

Sheet, il neces«ry ) j 


FACILITY LOCATIONS (Sites) 


Experimental Station - Bldg. 400, Wilmington, DE 


Stine-Haskell Laboratories - Bldg. S320, Newark, DE 

11-23-2001 RCVD 

1 REPORT OF ANIMALS USED BY OR UNDER CONTROL Of 

* RESEARCH FACILITY sniUHttonai shcrefs if nocessury Of US 0 APHfS FORM 702(iA.^ | 

A. 

Aninwis Covered 

By The Arumai 

Wellata Regulations 

B. Number ol 
animals being 
bred. 

conditioned, or 
held lor use in 
leaching, iesling, 
experimenis. 
research, or 
surgery bul nol 
yet used lor such 
purposes. 

C Number ol 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

Number ul animals upon 
which experiments, 
teachir\g. research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress lo the animals 
and tor which appropriate 
anesthetic, analgesic, or 
lranquili 2 ing drugs were 
used. 

E. Number ul animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and lor which the use ot appropriate 
anesthetic, analgesic, or Iranquilizirtg drugs would 
have adversely allecied the procedures, results, or 
interpretation of the leaching, research, 
experimenis. surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached lo this report). 

F. 

TOTAL NO- 
OF ANIMALS 

(Cols. C -*■ 

0 * E) 

4. Doqs 

99 

545 

944 

16 

1505 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea P'lqs 

8 

1 

54 

0 

55 

7. Hamsters 

0, 

124 

1061 

0 

1185 ■ 

8. Rabbits 

88 

31 

1366 

0 

1397 

9. Non-human Primates 

0 

31 

0 

0 

Jl 


0 

0 

0 

0 

0 

11. Pias 

0 

0 

0 

0 

0 

12. Other Farm Animals 

0 

0 

0 

0 

0 







13. Other Animats 

0 

0 

0 

0 

0 



















1 assurance STATEMENTS 

I 


1). Proiessionafly acceptable standards governing the care, (realmenl, and use of animats, including approriale use ol anesthetic, arvatgesic, and Iranquiliritrg drugs, prior to, durirrg. 
and lollowrng actual research, leaching, testing, surgery, or experimentation were lollowed by this research lacility. 


2) . Each principal investigator has considered allernalives to painlut procedures. 

3) . This lacilily is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 

principal invastigalor and approved by the Institutional Animal Cara artd Use Committee (lACUC) A summary ol all such enceptlorts is allached to this annual report in 
addition lo identilyir>g the lACUC-approved exceplions, this summary includes a brief explanation of the exceptions, as well as the species and number ol arumals allecied. 


4L The allendiiig veterinarian lor this research lacilily has appropriate authority lo ensure the provision ol adequate veterinary care and to oversee the adequacy ol other aspects ol 
animal care and use. 


CERTIFICATION BY IIEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

1 ceriity that llie above is true, correct, and complete (7 U.S C Section 2143). 

SIGNATURE OF C.E.a OR INSTITUTIONAL OFFICUL 

NAME 8 TITLE OF C.EO. OR INSTITUTIONAL OFFICIAL ^Type or Print) 

DATE SIGNED 

2COi 


APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88). which is ubsoiete ) 

(AUG 91) PART 1 • HEADQUARTERS 







































































ADDENDUM TO ANNUAL REPORT OF DUPONT PHARMACEUTICALS COMPANY 
RESEARCH FACILITY (50-R-0010) FOR PERIOD ENDING 9/30/01 


Explanation of Category E Animals 

Safety Assessment: 

All dogs reported were used in lACUC approved safety assessment studies to determine potential 
toxicity and toxicokinetic effects of novel compounds to be used for human treatment. There were five 
studies that resulted in 10 animals showing various clinical signs that resulted in a category E classification. 

In one study 1 dog was administered a novel compound (high-dose range) orally. On day 20 of a 
35 day study, the dog was inappetent, had a hunched posture, decreased skin turgor and pale mucous 
membrane color. It was provided supportive veterinary care in the form of oral and subcutaneous fluid 
administration and dietary supplementation. Its condition improved and it remained on study. 

Another study involved four dogs that were orally dosed twice daily (one mid-dose range and 
three high-dose range). On day 4 of dosing in a 6 month study, one dog (mid-dose) exhibited convulsions 
approximately one hour post dosing. The animal recovered within five minutes and was alert and 
responsive. It fully recovered without any additional episodes and continued on study. On day 9 of the 
same study, three dogs exhibited tonic-clonic clusters of convulsions approximately 1.5 hours after the 
second daily dose, and this continued at least 3-4 hours post dosing. The convulsions became less severe 
during this observation period. They also exhibited emesis, hypersalivation, and tremors/muscle 
fasciculations at rest. These three dogs were euthanatized the morning of day 10 for humane reasons. 

On day 7 of a two week study, 2 dogs that were orally dosed once daily (high dose range) 
exhibited emesis after dosing. Since dose day 1, they had also exhibited mild ataxia, forelimb and hindlimb 
propriceptive deficits, and tremors from which they usually recovered within a few hours post dosing. 
However, by day 7 the signs were longer in duration, and they each had lost about 10-15% body weight. 
They were inappetent, dehydrated, and had diarrhea. One dog also exhibited dyspnea, and it was 
euthananized immediately. The second dog (less severely affected) was euthanatized on day 10 when its 
condition didn’t improve. 

Another project involving a sheep red blood cell (SRBC) immunization protocol resulted in 3 dogs 
exhibiting an anaphylactic response. On day 10 of a 45 day study, two dogs exhibited emesis, had pale 
mucous membranes with a delayed capillary refill time, and were prostrate within minutes of being dosed 
intravenously with SRBC. Both dogs fully recovered within 45 minutes of the acute reaction, and 
remained on study without any further problems. One other dog was used in a 28 day study using a similar 
protocol. It became prostrate, hypothermic and dyspneic on day 12 immediately after intravenous dosing, 
and died acutely. 

In all cases, the use of anesthetics, analgesics or tranquilizers was precluded due to the possibility 
'of interaction with the test compound, thus invalidating the studies. The amount of pain and distress, if any, 
could not be determined. 

All safety assessment studies were conducted to fulfill approval of drug entities for use in humans 
required by the Food and Drug Administration, Department of Health and Human Services, Federal 
Register. Title 2, CFR Part 58, Volume 60, No.40, pp. 11264-11268; March 1, 1995. 

Drug Metabolism / Pharmacokinetics: 

In one study, two dogs used in an lACUC approved pharmacokinetic study to determine the 
metabolic properties of a novel compound were administered (oral) a single high-dose concentration. 
Within 15 minutes of dosing, the animals exhibited emesis. Approximately 20 minutes post dosing, one 
dog exhibited tonic-clonic seizures that culminated into status epilecticus. The dog was euthanatized within 



40 minutes of dosing. The second dog became ataxic and started exhibiting “tics” at 40 minutes post 
dosing. It was immediately euthanatized. 

In both cases, the use of anesthetics, analgesics or tranquilizers was precluded due to the 
possibility of interaction with the test compound, thus invalidating the studies. The amount and degree of 
pain and distress, if any, could not be determined. 

All Drug Metabolism/ Pharmacokinetic studies were conducted to fulfill approval of drug entities for use in 
humans required by the Food and Drug Administration, Department of Health and Human Services, Title 
21,CFR312. 

Experimental Station 

A total of four dogs used in lACUC approved discovery studies were classified as Cateogry E 
based on clinical presentations while being used for various projects. On two separate occasions involving 
a preclinical pharmacology study, a dog experienced acute adverse reactions after dosing. One dog died 
within minutes of being administered a test compound by oral gavage. During another study, a dog 
collapsed within a few minutes after being administered a test compound by oral gavage. It was prostrate, 
non-responsive to stimuli, exhibited shallow respiration, dilated pupils, and had a weak pulse. It was 
intubated and administered oxygen; however, within minutes of initiating resuscitation, the dog died. In 
each case there was evidence of compound aspiration. 

One dog in a preclinical pharmacodynamics study with an antithrombotic agent experienced 
emesis at one hour post oral dosing. Emesis continued intermittently and became red tinged. Five hours 
post-dosing, the dog appeared normal, but did not eat. The following day, it was quiet, inappetent, and had 
emesis and feces that were red tinged. Examination by a veterinarian determined that the use of analgesics, 
anesthetics, or tranquilizers was contraindicated. With little clinical improvement 48 hours after the initial 
signs, the dog was euthanatized. 

One dog used in a project involving a sheep red blood cell (SRBC) immunization protocol 
exhibited an acute anaphylactic response. It exhibited several bouts of emesis within five minutes of dosing 
and continued several times during a 20 minute period. The dog fully recovered within 45 minutes of the 
acute reaction, and remained on study without any further problems. 

In each case, the amount of pain and/or distress could not be determined. The use of anesthetics, 
analgesics or tranquilizers was precluded due to the possibility of interaction with the test compound, thus 
invalidating the studies. 



Addendum II Summary of lACUC Approved Exceptions to USDA Regulations 
Stine Haskell Research Center (Drug Metabolism/Pharmacokinetics); 

Dogs used in lACUC approved pharmacokinetic studies were administered radiolabelled or 
^H) test compounds to determine routes of excretion. Seven (7) dogs were exempt from exercise until the 
level of radioactivity in urine and feces reached acceptable background readings, in order to allow accurate 
recordings of compound disposition and not to contaminate the environment. The length of time animals 
were exempt from exercise ranged from 24 hours to 14 days. Two of the seven dogs were used twice on 
studies which required exemption of up to 3 days. 

Experimental Station 

A group of five squirrel monkeys were singly housed for nine months during the reporting year in 
order that feed intake could be measured for individual animals. Environmental enrichment and varied food 
items were provided. The animals were housed in caging that provided 43% more space than required. 
Visual, olfactory and auditory contact with conspecifics was not interrupted. 

The cage changing interval was extended one or a maximum of two days for hamsters involved in 
a feeding study in order to avoid having cage changing occur just prior to a critical part of the study such as 
obtaining blood for clinical chemistry values where the disturbance of cage changing could have an adverse 
effect on the parameter(s) being studied. 
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Georgia State University 


Institutional Animal Care and Use Committee (lACUC) 


EXCEPTIONS TO USDA REGULATIONS 


3.28(b)(3)(i) 

“The interior height of any primary enclosure used to confine hamsters shall be at least 6 inches.” 

We sometimes house dwarf hamsters in 5 inch cages because it is documented that 6 inch cages 
are detrimental to their growth [Gilman WC, et al. “Effect of the New USDA Cage Height Standard 
on Body Weights of Weanling and Djungarian Dwarf Hamsters (Phodopus sungous). 
Contemporary Topics in Lab An Sci, 32(1):17-19, 1993.] 

Number of animals effected: 2153 dwarf hamsters (note: 484 were never in research) 
3.28(b)(3)(ii) 

“A nursing female hamster, together with her litter, shall be housed in a primary enclosure which 
contains no other hamsters...” 

All of our breeding female dwarf hamsters with litters are housed with the adult male sire because 
our experience is that, unlike common golden hamsters, the Siberian dwarf hamster male is not 
injured by the female and he participates in the rearing of the young such that pup survival is 
higher when the sire is present. 

Number of animals effected: 131 breeding pairs (131 males and 131 females) 

3.31(a)(1) 

“[Hamster] enclosures shall be sanitized at least once every 2 weeks ...” 

We sometimes do not change hamster cages for up to a maximum 4 weeks due to the 
experimental needs of lACUC-approved research involving territorial aggression and circadian 
rhythms. 

Number of animals effected: 1 ,347 hamsters 

Policy #12 

“When a database search is the primary means of meeting [the requirements to search for 
alternatives], the narrative must, at a minimum, include ... the period covered by the search.” 

If an entire database is searched, it may not be possible to determine the period covered by the 
search. For example. The National Library of Medicine’s “PubMed” database goes back to 1996 
for some major journals, but coverage of other journals begins in various different years (not 
necessarily starting with the earliest year that the journal was published). Therefore, instead of 
reporting the period covered by the search, we require a statement that the entire database was 
searched without limitations on a particular date. 

Guide, p. 18 


“Zoonosis surveillance should be a part of an occupational health program.” 

Because rabbits and some rodents are purchased from vendors who guarantee them free from 
known zoonotic agents, zoonosis surveillance is not done routinely. The wild derived rodent 
colonies ay GSU have repeatedly tested negative for zoonotic agents. Ferrets are vaccinated 
against rabies by the vendor. Ferrets born in house are not vaccinated for rabies due to 
exclusion of potential transmitters of this disease from the facilities. 
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Georgia State University 


Institutional Animal Care and Use Committee (lACUC) 


Guide, p. 40 | 

“watering devices, such as drinking tubes . . . should be checked ddily to ensure their proper 
maintenance, cleanliness, and operation.” 

Even if we had the personnel to shake very water bottle every day of the year, this would 
probably not be good use of their time. Instead, our SOP for daily room checks includes the 
following statement: 


Visually check the health and condition of each animal. 
Compare the water level in the bottles and elimination 
and consumption in each cage relative to ihe others. 

If any animal appears to be eating, drinking, or eliminating 
less than the others, check the function of the water bottle. 


Guide, p, 75 

“Temperature is best regulated by having thermostatic control for d|ach room. Use of zonal 
control for multiple rooms can result in temperature variations betv\^een the ‘master-control’ animal 
room and the other rooms in the zone, because of differences in aijiimal densities within the 
rooms and heat gain or loss in ventilation ducts and other surfaces within the zone.” 


The Kell second floor facility has zonal temperature controls, but th^ ‘master-controls’ are in the 
outdoors (where animals are not housed), so that the number of anjimals in the ‘master-control 
room’ doesn’t effect the other rooms. Since the facility was opened, temperatures have been 
controlled within the required 5% fluctuation. 


Reviewed and approved by the GSU Institutional Animal Care and us4 Committee (lACUC) on 
03/26/04. 


! 
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Institutional Animal Care and Use Committee 
Protocol for Animal Usage 


lACUC number: 2004-01 


Date laboratory is requested: August 7, 2004 


1. Animal Species requested: Pigs (porcine) 

2. Number of Animals requested: Three (3) 

3. Give rational for involving animal and the appropriateness of the species and 
numbers of animals used: 

There is no exact substitute for animals during the surgical procedure. Tissue 
handling, texture and blood supply make it most suited for mimicking human 
tissue. Pigs have urogenital and digestive tract that is similar to humans with some 
exceptions. Dogs might provide better anatomical models, however,. There is not 
enough improvements to warrant their use. Pigs are often used as models for 
human surgical procedures and are sufficient for that purpose. It is necessary to 
utilize new technique and instrumentation in animal models occasionally to 
reduce errors during surgery involving humans where unfamiliar instrumentation 
might result in adverse outcome. 

Three animals are being used for a total of 12 gynecologic surgeons and residents. 
Therefore, 4 surgeons will be utilizing each animal. This is a high ratio of 
surgeons to animal but will still allow each surgeon top complete the protocol. 

4. Provide a description of the proposed use of the animals. 

The animals will have Endoscopic trocars placed in the abdomen. Insufflation of 
the abdominal with 12-15 mmHG carbon dioxide will facilitate viewing of the 
abdominal contents utilizing rigid endoscopy. The stapling instruments will be 
used in the abdomen. Several techniques will be demonstrated and performed. 

The procedures will be taught and facilitated by surgeons with known expertise in 
their field. Additional assistance will be provided by Eticon Endosurgical surgical 
representative who have had explicit training in the use of the products in 
question. A novel device, called the LaprAssist® may be used to allow the 
surgeon’s hand to be inserted into the abdomen. Either on both kidneys may be 
removed using minimally invasive surgery. Other abdominal procedures may be 
performed with minimally invasive surgery also, including cholecystectomy, 
urinary cystectomy, colectomy or other appropriate procedures that may 


lACUC 2004-01 


August 7, 2004 


demonstrate the indications and limitations of this device. Some surgeons may be 
trained, depending on their expertise, performing minimally invasive surgery. The 
patients abdomen may be opened to perform open surgical techniques also. A 
Harmonic Scalpel^"^ will be used to coagulate and transected to aid in surgeon 
understanding of the limits of this modality. Likewise, tissues will be divided 
using the modality to enhance surgeon’s understanding of its use. 

5. Describe procedures designed to assure that discomfort and pain to the 
animals will be limited to that which is unavoidable for the conduct of the 
scientifically valuable research, including provision for the use of analgesic, 
anesthetic and tranquilizing drugs where indicated and appropriate to 
minimize discomfort and pain to the animal. 

The animals will arrive at the facility by truck or trailer approximately an hour 
prior to anesthesia. They will remain in the transport device until they can be 
injected with an anesthetic agent. The anesthetic agent will cause 
unconsciousness. At that time, they will be transported into the facility and 
intubated to provide inhaled anesthetic gases (Isoflurane and Oxygen). They will 
be maintained at a surgical place of anesthesia throughout the procedures. 

Assisted ventilation will be provided manually or with a mechanical ventilator. 
Each animal will be monitored by a technician or veterinarian to assure the animal 
is maintained at a surgical plane of anesthesia Paralytic agents will not be used 
under any circumstances. A veterinarian will be supervising the procedure from 
beginning to end to assure compliance. Each animal will be euthanized at the 
termination of the surgical procedures and not be allowed to recover 
consciousness prior to euthanasia. 

6. Describe the euthanasia method used. 

An intravenous injection of a concentrated barbiturate solution that is produced 
commercially for euthanasia will be used. Presently this solution brand name is 
Beuthnasia'^’^*. 


I approve this protocol 
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to the animals and for which the use of appropriate 

OF ANIMALS 

Welfare Regulations 

held for use in 

expenments, or 

conducted involving 

anesthetic,analgesic, or tranquilizing drugs would 



teaching, testing, 

tests were 

accompanying pain or 

have adversely affected the procedures, results, or 

(Cols. C 


experiments. 

conducted 

distress to the animals 

interpretation of the teaching, research. 

D + E) 


research, or 

involving no 

and for which appropriate 

experiments, surgery, or tests. (An explanation of 



surgery but not 

pain, distress, or 

anesthetic, analgesic, or 

the procedures producing pain or distress in these 



yet used for such 

use of pain- 

tranquilizing drugs were 

animats and the reasons such drugs were not used 



purposes. 

relieving drugs. 

used. 

must be attached to this report) 




ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annuai report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals Reeled. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACIUTY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) DATE SIGNED 

11/11/2004 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 
































This report is required by law (7 USC 2143). Failure to report according to the regulations can NOV See attached form for Interagency Report Control No.: 

result in an order to cease and desist and to be subject to penalties as provided for in Section 21 ! additional Information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 64-R-0004 

CUSTOMER NUMBER: 832 

FORM APPROVED 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

University Of Alabama @ Birmingham 

Vh B10 

1530 3rd Ave South 

Birmingham, AL 35294 



Telephone: (205) -934-3553 


1 3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) | 


FACILRY LOCATIONS ( Sites ) - See Atached Listing 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITf ( Attach additional sheets If necessary or use APHIS Form 7023A ) 


A. 

Animals Covared 

By The Animal 
Welfare Regulations 

B. Number of 
animals being 
bred, conditioned, 
or held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use oi 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted Involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, 
results, or interpretation of the teaching, research, 
experimoits, surgery, or tests. ( An explanation of the 
procedures produdng pain or distress in these animals a 
the reasons such drugs were not used must be attached 
this report ). 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

4. Dogs 

3 

0 

34 

0 

1 

34 

5. Cats 

0 

0 

0 

0 

* 0 

6. Guinea Pigs 

84 

40 

308 

0 

348 

7. Hamsters 

0 

0 

10 

0 

10 

8. Rabbits 

52 

503 

402 

0 

905 

Q. Non-human Primates 

34 

15 

148 

0 

163 

10. Sheep 

0 

0 

10 

0 

10 

11. Pigs 

0 

0 

401 

0 

401 

1 2. Other Farm Animals 












13.;pther Animals 
Cotton rats 

25 

114 

0 

n 

1 14 

Tree Shrews 

68 

65 

59 

0 

124 

Leiranings 

51 

1 5 

n 

n 

1 5 

Ferrets 

Q 

n 



n 

1 A 


I ASSURANCE STATEMENTC 


1 ) Professionally acceptable standards governing the care, treatmenL and me of animals, inctuding a p p ropri a t e use of anestetic, analgesic, aral tranquilizing drugs, prior to, during, and following actual resf 
teachir^, testing, surgery, or experimentation were followKi by this research fadl'ity. 

2) Each principal investigator has consideied alternatives to painful procedures. 


3) This facility is adhering to the standards and regulations urxlsr the Act, and it has required that exceptions to the standards and relations be specified and explained by the principal investigator and ap 
Institutional Animal Cara and Use Committae (lACUC). A summary of all such exceptions is attached to this annual report In addition to identifying the lACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as wall as the species and number of animals affected. 


4) The attsTKling veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive OfRoer or Legally Responsible Institutional Official ) 


SIG“' 


APHIS FCfRM 7023 
( AUG 91 ) 


NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print ) 


DATE SIGNED 

11/29/(1^ 


(Replaces VS FORM 18-23 (OCT 88). which is obsolete.) 


11 / 29 / 0 ^ 




































































lACUC Approved Exceptions to USDA Regulations or Standards (2004) 


1. Controlled food or water intake (i.e., feeding less than once a day and/or watering less 
than twice a day for an hour each time). 

Ten non-human primates were on studies using controlled water intake as behavioral 
reinforcement. During the period of controlled water intake the animals received ad-libitum 
water and/or juice during the experimental sessions as behavioral reinforcement for executing 
the required tasks. Additional water/juice or fruits were given if necessary. The maximum 
continuous period of controlled water intake was six days, with unlimited access to water for 
at least 24 hours between controlled periods. Animals were weighed regularly while on study 
with no ill effects observed. 

2. Maintaining animals at temperatures and/or humidities outside the ranges specified by 
the standards. 

N/A 

3. Not cleaning and/or sanitizing at required frequencies. 

N/A 

4. Not providing diurnal lighting as required. 

Light cycles in lemming housing areas were designed to mimic natural environmental 
conditions. Animals received short periods of light or dark depending on the season being 
studied. The rooms were 8 hours light/ 16 hour dark, or 16 hours light/8 hours dark, or 22 
hour light/2 hours dark. 

5. Not meeting space requirements (including innovative enclosures). 

N/A 

6. Exceptions from the exercise plan for dogs or exceptions from the psychological well- 
being plan for primates. 

Primates were pair housed unless research parameters, health status or behavior required 
individual housing. Individually housed animals received environmental enhancement 
through food treats, access to puzzles and/or toys, interaction with caretakers, and the ability 
to see other animals of their species. 


This report s rsquired by law (7 USC 2143). Failure to repon according to the regulations can See reverse side for interagency Report Control No 

result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 01 80-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


See reverse side for 
additional information. 


1. REGISTRATION NO. 

CUSTOMER NO. 

64-R-0004 

832 


FORM APPROVED 
0MB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered witn USDA, 
inolude Zip Coda) 

UMIVERSITY OF ALABAMA® BIRMINGHAM 
UAB STATION VH 310 
BIRMINGHAM. AL 35294 
(205) 934-3553 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual researcn, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) i 


FACILITY LOCATIONSfs/fes) 


See Attached Listing 


ANNUAL REPORT OF RESEARCH FACILITY 


R EPORT OF ANIMALS USED BY OR UNDER CONTRO L OF RESEARCH FACILITY (AitacJ: additional sheets if necessary or use APHIS FORM 7023A ) 



4. Dogs 


5. Cats 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-Human Primates 


10. Sheep 


11. Pigs 


B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon | 
which teaching, 1 
research, j 
experiments, or j 
tests were j 
conducted 
involving no I 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in These 
animals and the reasons such drugs were not used 
mustba attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 

D E) 



0 

17 

0 

549 

0 

0 

0 

1036 

0 

172 

0 

75 

0 

280 



1 0 1 

0 

7 

23 

0 

23 


ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of anilmais, including appropriate use of aneslhebc, analgesic, and tranquilizing drugs, prior to. during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. . ! 

3) This fadlity is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Comrhlttee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a br ef explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility rias appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible institutional official) 

I certify that the above is true,! correcL and complete (7 U.S.C. Section 2143) 


SIGNATURE OF CLE.D. OR INSTITUTIONAL aPFICIAL ( NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL {Type a Print) DATE SIGNED 


APHIS FORM AS 
(AUG 91) 


Oct 88). which is obsolete 


11 / 28/01 

PART -1 - HEADQUARTERS 





















































This repon is required by law (7 USC 2143). "ailure to report according to the regulations can See reverse side for Interagency Report Ccrt'ci No 

rCault in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 01 30-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


See reverse side for 
additional information. 


1. REGISTRATION NO. 

CUSTOMER NO. 

64-R-0004 

832 


FORM APPROVED 
0MB NO. 0579-0025 


2. HEADQUARTERS RESEARCH FACILITY (Name anti Address, as rsgisteraa with USOA, 
include Zip Code) 

UNIVERSITY OF ALABAMA @ BIRMINGHAM 
UAB STATION VHB10 
BIRMINGHAM. AL 35294 
(205) 934-3553 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use this form.) 


CONTINUATION SHEET FOR ANNUAL REPORT 
OF RESEARCH FACILITY 

(TYPE OR PRINT) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


0. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted invoiving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anestheOc, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
Interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or diso'ass in these 
animals anti the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIfvlALS 

(Cols. C 
D + E) 


Lemmings 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to. during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal Investigator and approved by the institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 21 43) 


SIGNATURE-QF C.E.O. OR INSTITUTlQiiAL OFFtWAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Pant) OAT. 


DATE SIGNED 

///yJ'Aj 


APHIS FQftM 7023A^ 
(AUG 91) 


(Replaces VS 1B-23 (Oct 38), which is obsolete 


PART 1 - HEADQUARTERS 















lACUC Approved Exceptions to USDA Regulations or Standards (2001) 


1. Controlled food or water intake, (i.e., feeding less than once a day and/or watering less than 
twice a day for an hour each time). 

Fifteen (15) nonhuman primates were on studies using controlled water intake. Water was 
withheld overnight prior to testing. Animals received water and/or juice during testing and had 
free access to water for several hours following testing. Animals were weighed regularly while on 
study with no ill effects observed. The maximum continuous period of controlled water intake was 
5 days. At least two days each week animals received unlimited access to water. 

2. Maintaining animals at temperature and/or humidity outside the ranges specified by the 
standards. 

N/A 

3. Not cleaning and/or sanitizing at required frequencies. 

N/A 

4. Not providing diurnal lighting as required. 

Light cycles in Lemming housing areas are designed to mimic natural environmental conditions. 
Animals receive short periods of light or dark depending on the season being studied (6 
hrs.light/18 hrs. dark or 22 hrs. light/2 hrs. dark). 

5. Not meeting space requirements (including innovative enclosures). 

N/A 

6. Exceptions from the exercise plan for dogs or exceptions from the psychological well-being 
plan for primates. 

In all cases the exceptions to 9CFR3.8 were due to a need to restrict the animal's activity post- 
operatively as recommended by the veterinarian. Exercise restriction lasted for periods of only 1-2 
days. 

Primates were pair housed unless research parameters, health status or behavior required 
individual housing. Individually housed animals continued to receive environmental enhancement 
through food treats, access to puzzles and/or toys, interaction with caretakers, and the ability to see 
other animals of their species. 



This report is required by law (7 DSC 2143). Failure to report according to the regulations can See attached forni for Interagency Report pontrol No. 

result in an order to cease and desist and to be subject to penalties as provided for in Section 21! additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER; 65-R-0002 

CUSTOMER NUMBER; 837 

FORM APPROVED 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

Mississippi State University 

P.O.Box 6343 NOV 2 4 2004 

{ TYPE OR PRINT ) 

617 Ailen Hail 

Mississippi State, MS 39762 



Telephone: (662) -325-3570 


|3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) | 


FACILITY LOCATIONS ( Sites ) - See Atached Listing 


j REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets If necessary or use APHIS Form 7023A \ 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

I 

B. Number of animal 
being bred, 
conditioned, or 
held for use In 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use o 
pain-relieving 
drugs. 

D. Number of animals upon 
wrhich experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the reasc 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E ) 

4. Dogs 

0 

159 

90 

0 

249 _ 

5. Cats 

0 

38 

7 

0 

45 

6. Guinea Pigs 

0 

0 

0 

0 

0 

7. Hamsters 

0 

12 

1 

0 

0 

12 

8. Rabbits 

0 

0 

82 

0 

82 

9.. Non-human Primates 

0 

0 

0 

0 

0 

10. Sheep 

0 

3 

21 

0 

24 

1 1 . Pigs 

0 

52 

0 


52 

12. Other Farm Animals 






Cattle 


5 

41 

0 

4 6 

13. Other Animals 

1 

1 





Horses 

0 

36 

44 

0 

80 

Black Bear 

1 

0 

1 

0 

0 

1 

Wt. Tail Deei 

r 0 

4A 

0 

0 

M 

1 ASSURANCE STATEMENTS 




1 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranguilizing drugs, prior to, during, and following actual rese 
teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and It has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary int 
brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 



CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


SIGNATUR 

OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print ) 

DATE SIGNED 

li-fr-oV 

APHIS FC 

TORM 18-23 (OCT 88), which is obsolete.) 




( AU_ . . , 






























































g — •'v -w tw^wiviiwfia W9II 

result In an order lo cease and desist and to be subject lo penalties as provided tor in Section 2150. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


CONTINUATION SHEET FOR ANNUAL REPORT 
OF RESEARCH FACILITY 

( TYPE OR PRINT) 


1. REGISTRATION NO. 


see reverse side lor 
additional inlornnation. 


65-R-0002 


Interagency Report Control No. 
0180-DOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


2. HEAOOUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA 
include Zip Code) 

Mississippi State University 


P.O. Box 6343, 617 Allen Hall 
Mississippi State, MS 39762 


2 42004 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adkHtiona! sheets if necessary or use this term.) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number ol 
animals being 
bred, 

conditioned, or 
held ior use in 
leaching, testing, 
experiments, 
research, or 

12 &/OR 13 Other 
(List by species) 

surgery but not 
yet used lor such 
purposes. 

Cougar 

0 

Otter 

0 

Red Fox 

0 

Grey Fox 

0 

Bob Cat 

0 

Raccoon 

0 


C Number ol 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, disiress, or 
use ol pain- 
relieving drugs. 

D- Number ol animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
disiress lo Ihe animals 
and lor which appropriate 
aneslhelic, analgesic, or 
iranquiliaing drugs were 
used. 

E. Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or disiress 
to Ihe animals and lor which the use ol appropriate 
aneslhelic, analgesic, or Iranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation ot Ihe leaching, research, 
experimenis, surgery, or tests. (An explanation ol 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 

1 

0 

0 

1 

0 

0 

1 

0 

0 

1 

0 

0 

14 

0 

0 

1 

0 

0 


total no. 

OF ANIMALS 


(Cols. C > 
O > E) 





ASSURANCE STATEMENTS 


1) . Protessionally acceptable standards governing the care, Irealmenl, and use u1 animals, including upproiiale use ot anesibetic, analgesic, and ironquilUing drugs, prior to, during, 

and following actual research, leaching, testing, surgery, or eMperimeniation were lultowed by this research lacilily 

2) . Each principal invesligalor has considered allernaiives lo painlul procedures. 

3) . This facility is adhering to the standards and regulations under the Acl, and it has required that exceptions lo the standards and regulations be cpecilied and explained by the 

principal investigator and approved by the Inslituliunal Animal Care and Use Committee (lACUC) A summary ot all such exceptions is attached to this annual report. In 
addition lo idenlilying Ihe lACUC-approved exceptions, this summary includes a briel explanation of Ihe exceptions, as well as the species and number ol animals allecled 

4) . The altending velerinorian lor this research lacilily has appropriate aulhority lo ensure Ihe provision ot adequate veterinary care and to oversee Ihe adequacy nl other aspects ot 

animal care and use. 


CERTIFICATION BY IIEADQUAKTES RESEARCH FACIUTY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

t cerlily that Ihe above is true, correct, and complete (7 U S C S<x:tion 2143) 


NAME & TITLE OF C.EO. OR INSTITUTIONAL OFFICIAL (Type or Print) 


PART 1 - HEADQUARTERS 




APHIS FORAm23A 
(AUG 91 ) 











































Mississippi State University 
2003-2004 Annual Report 
Animal Care and Use Sites 


1. Wise Center 

2. Hamed Hall 

3. Thompson Hall Annex (Spring only) 

4. Blackjack Road Wildlife Unit 

5. Farm Units (occasional biomedical use) 

a. Equine Unit and Pastures 

b. Physiology Unit 

c. Beef Unit and Pastures 

d. Dairy Unit and Pastures 



EXEMPTION DETAILS 


1 . Up to 42 mature beagle dogs were used on projects studying the effects of antimicrobial 
compounds on periodontal disease progression. Those studies involved the maintenance of a dog 
colony in which dogs had various degrees of periodontal disease (no dogs were in pain or 
distress, however, during these studies). Various treatments were conducted on this animal model 
to effect a “cure,” hoping that similar procedures could be used to treat periodontal disease in 
human beings. 

Beginning many years ago (around 1989), the investigator requested exemption from A.W.A.R. 
Section 3.1 1(6) for these reasons: 

Both animal and human research protocols involving gingivitis and periodontitis were studies of a 
microbial driven disease process. The studies of juvenile, middle aged, and geriatric patients 
(beagle dog colonies) were investigative studies of bacterial antigen, gingival attachment loss, 
increased soft tissue septic pocket depths, secondary bone loss, periodontal ligament necrosis, and 
tooth loss. In addition, secondary systemic effects were triggered by an oral microbial response. 

Applying sanitizing chemicals (or 180 degree Fahrenheit water) to runs coupled with the self- 
grooming nature of dogs (licking chemicals off feet, etc.) altered essential floor and/or oral 
microflora. Each of these runs was extremely clean and was scrubbed and rinsed daily using 
detergent and hot water. These cleaning methods were the same used on household eating 
utensils. In summary, sanitation methods must have been exempted from protocols or the models 
became invalid. 

The lACUC discussed in connection with every protocol involved alternative inoculation routes, 
use of hot (180 degree Fahrenheit) water only, increased health risks to dog, literature to support 
this premise, and other questions. Following considerable deliberations over several years, 
despite changing lACUC memberships, the committee accepted the investigator’s premise and 
waived for this year of 2004 the A.W.A.R. sanitization requirement. These studies were, 
however, discontinued in September 2004. 

2. On August 17, 2004, the LACUC approved an exemption to AW.A.R. Part 3, Section 3.6 primary 
enclosures (b) (3) cat litter. The exemption allow the removal of litter pans from individual cat 
cages in which the cats spend 4-5 hours only, in the morning while their large group pens are 
being cleaned. The 32 cats do not use their litter pans in these cages but do use litter pans in the 
group cages. If any cat is found urinating or defecating in its individual cage, however, a litter 
pan is place in that cage. 

3. The small ruminant building at the College of Veterinary Medicine housed 4 vaccinated calves 
(3-4 months old) during this year. These SPF calves were infected experimentally with an 
intestinal nematode, and the feces collected to harvest ova over a 2-4 week period. The calves 
were then dewormed and sold. To ensure collection of viable ova, the lACUC granted an 
extension of the usual once every 2 week sanitization internal to as much as 4 weeks between 
sanitization of pens and pans. The pens (plastic pens) were cleaned daily. The calves were 
present from December 31, 2003 through March 8, 2004. 


November 18, 2004 



This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 

result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-OOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

65-R-0002 837 

FORM APPROVED 

0MB NO. 05794)036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 
include Zip Code) 

MISSISSIPPI STATE UNIVERSITY 

P.O. BOX 6343 

617 ALLEN HALL 

MISSISSIPPI STATE. MS 39762 
(601)325-3432 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONS^S/fes) 


See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use In 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

0. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted Involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 

0 

4 

230 

0 

234 

5. Cats 

0 

19 

11 

0 

30 

6. Guinea Pigs 

0 

0 

0 

0 

0 

7. Hamsters 

0 

0 

0 

0 

0 

8. Rabbits 

0 

6 

0 

0 

6 

9. Non-Human Primates 

0 

0 

0 

0 

0 

10. Sheep 

0 

0 

25 

0 

25 

11. Pigs 

0 

47 

IS 

0 

65 

12. Other Farm Animals 






Cattle 

0 

6 

6 

0 

0 

13. Other Animals 






wild mice 

0 

70 

0 

0 

0 

skunk 

0 

1 

0 

0 

1 

bear 

0 

1 

0 

0 

1 

ASSURANCE STATEMENTS | 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each prindpal investigator has considered alternatives to painful procedures. 

3} This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal Investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4 ) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF CJ5iD. DR INSTITUTIONAL OFFICIAfl 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

li J/6/Qf 


APHIS FORM 7^23 (Replaces VS FORM 18-23 (Oct 88). which is obsolete PART 1 - HEADQUARTERS 

(AUG 91) 













































































This report is required by law(7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 

result in an order to cfase and desist and to be subject to penalties as provided for in Section 21 50. additional information. 01 80-OOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PU\NT HEALTH INSPECTION SERVICE 


See reverse side for 
additional information. 


1. REGISTRATION NO. 

CUSTOMER NO. 

65-R-0002 

837 


CONTINUATION SHEET FOR ANJ^JUAL REPORT 
OF RESEARCH FACILITY 

(TYPE OR PRINT) 


FORM APPROVED 
0MB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USD A, 
include Zip Code) 

MISSISSIPPI STATE UNIVERSITY 
P.O. BOX 6343 
617 ALLEN HALL 
MISSISSIPPI STATE. MS 39762 
(601)325-3432 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use this form.) 


TOTAL NO. 
OF ANIMALS 

(Cols. C ♦ 
0>E) 



B. Number of 

C. Number of 


animals being 

animals upon 

Animals Covered 

bred, 

which teaching. 

By The Animal 

conditioned, or 

research. 

Welfare Regulations 

held for use in 

experiments, or 


teaching, testing, 

tests were 


experiments. 

conducted 


research, or 

involving no 


surgery but not 

pain, distress, or 


yet used for such 

use of pain- 


purposes. 

relieving drugs. 


Goats 

0 

Mountain lion 

0 

Deer 

0 

Bobcats 

0 

Raccoon 

0 

Foxes 

0 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attaihed to this report) 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 

0 









































APHIS Form 7023 Site List 


The following sites have been reported by the facility. 


Registration Number: 65-R-0002 

Customer Number: 837 

Facility: MISSISSIPPI STATE UNIVERSITY 

P.O. BOX 6343 
617 ALLEN BALL 
MISSISSIPPI STATE, MS 39762 
(601)325-3432 


MISSISSIPPI STATE UNIVERSITY 
MISSISSIPPI STATE UNIVERSITY 
MISSISSIPPI STATE, MS 39762 



EXEMPTION DETAILS 


Up to 97 mature beagle dogs are on projects studying the effects of antimicrobial 
compounds on periodontal disease progression. These studies involve the maintenance of 
a dog colony in which all dogs have various degrees of periodontal disease (no dogs seem 
in pain or distress, however, during the studies.) Various treatment are conducted on this 
animal model to effect a ’’cure," hoping that similar procedures could be used to treat 
periodontal disease in human beings. 

Beginning many years ago (around 1989), the investigator requested exemption from 
A.W.A. section 3. 1 1(6) for these reasons: 

Both animal and human research protocols involving gingivitis and periodontitis are 
studies of a microbial driven disease process. Our studies of Juvenile, middle aged, and 
geriatric patients (beagle dog colonies) are investigative studies of bacterial antigen, 
gingival attachment loss, increased soft tissue septic pocket depths, secondary bone loss, 
periodontal ligament necrosis and tooth loss. In addition, secondary systemic effects are 
triggered by an oral microbial response. 

Applying sanitizing chemicals (or 1 80°F water) to runs coupled with the self-grooming 
nature of dogs (licking chemicals off feet, etc.) alters this essential floor and/or oral 
microflora. Please be aware that each of these runs is extremely clean and is scrubbed and 
rinsed daily using detergent and hot water. These cleaning methods are the same as you 
would use on your household eating utensils. In summary, sanitation methods must be 
exempted from our protocols or all our models become invalid. 

The lACUC has discussed with every protocol alternative inoculation routes, use of hot 
(100°F) water only, increased health risks to dog, literature to support this premise, and 
other questions. Following considerable deliberations over several years, despite 
changing lACUC memberships, the committee has accepted the investigator's premise 
and has waived for this year of 2001 and for past projects the A.W.A. sanitation 
requirement. The studies continue to this date. 

Since 1991 small swine housed in large, partitioned polypropylene tubs in Hamed Hall, 
Arts and Sciences, have had an lACUC general approval (last approved August 15, 2000) 
to house 16 small pigs (47 over the 2000-2001 time period) in spaces per animal less than 
the 4-6 square foot per pig area specified in the ILAR Guide and in the AG Guide . The 
sheet attached shows, based on extrapolations from cat and rabbit cage sizes, how much 
space was deemed appropriate for each smaller weight category. No adverse effects of 
these smaller spaces for pair-housed young pigs have been noted over 10 years. 



This repeat is required by law (7 use 2143). Failure to report according to the regulations can U 4.UWT See attached form for Interagency Report GonI 

r result in an order to cease and desist and to be subject to penalties as provided for in Section 21! additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER: 65-R-0102 

CUSTOMER NUMBER: 344 

FORM APPROVED 

OMB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 

University Of Mississippi Medical Center 
2500 N. State Street 

Jackson, MS 39216 



Telephone: (601) -984-1385 



3. REPORTING FACILITY ( List all locations where animals were housed or used In actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


Guyton Building, Research Wing facility locations ( Sites ) - See Atached Listing 


1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY f Attach additional sheets if necessarv or use APHIS Form 7023A ) | 

A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use o' 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the reasr 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 

{ COLUMNS 
C+D+E) 

4. Dogs 



54 


54 

5. Cats 

6 


74 


74 

6. Guinea Pigs 



n 


0 

7. Hamsters 

63 


167 


167 

8. Rabbits 



43 


43 

9. Non-human Primates 



88 


88 

10. Sheep 



0 


0 

1 1 . Pigs 



72 

_ 

72 

1 2. Other Farm Animals 












13. Other Animals 



0 


0 



















I ASSURANCE STATEMENTS | 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual res< 
teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility Is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and ap 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary inc 
brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


SIRISIATNRF OF r F OR IN.qTr 


nFFiriAi A 


I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or PritM ) 


DATE SIGNED 

/« ) Iq/ o4^ 


APhfiS FORM 7023 
( AUG 91 ) 


(Replaces VS 


3-23 (OCT 88), which is obsolete.) 



























University of Mississippi Medical Center 
Program Exception Report 


October 1, 2003 through September 30, 2004 


Registration No: 65-R-0102 

Customer No: 844 


Exceptions to the exercise plan for dogs 


A total of 31 dogs were housed in metabolic cages during the fiscal year. These animals 
are exempted from the canine exercise program. Metabolism dogs are chronically 
catheterized and continuously, consciously monitored via computer. The jacket system 
precludes large caging in order to minimize problems with the various instrumentation. 
The exemption from the exercise requirement has been approved by the University of 
Mississippi Medical Center’s lACUC and verified by the LAP veterinary staff. 
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This report is required by iaw (7 DSC 2143). Failure to report according, to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 

65-R-0102 


CUSTOMER NO. 

844 


Interagency Report Control No 
0180-DOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

UNIVERSITY OF MISSISSIPPI MEDICAL CENTER 
■ 2500 N. STATE STREET 
JACKSON, MS 39216 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONS(s;fes) 


See Attached Listing 



Arthur C. Guyton Laboratory Research Bid 


8th Floor Research Wing 


James D. Hardy Clinical Scie 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, testing, 
expehments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 
D>E) 


4. Dogs 




ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annuai report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL {Type or Print) 


DATE SIGNED 


APHIS FORM 7023 
(AUG 91) 


aces VS FORM 18-23 (Oct 88), which is obsolete 




PART 1 - HEADQUARTERS 












































University of Mississippi Medical Center 
Program Exemption Report 

October 1, 2000 through September 30, 2001 


Registration No: 65-R-0102 


Exceptions to the exercise plan for does 


A total of 36 dogs were housed in metabolic cages during the fiscal year. These animals 
are exempted from the canine exercise program. Metabolism dogs are chronically 
catheterized and continuously, consciously monitored via computer. The jacket system 
precludes large caging in order to minimize problems with the various instrumentation. 
The exemption from the exercise requirement has been approved by the UMC lACUC 
and verified by the LAF veterinary staff 



This report Is required by law (7 USC ;143). Failure to report according to the regulations can 
result in an order to cease and desjsf.^ind to be subject to petutties as provided for in Section 21 

See attached form for 
additional information. 

Interagency Report Control No.: 
018CMX)A-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE number: 71-R-0100 

CUSTOMER number: ^ 408 

FORM APPROVED 

0MB NO. 0579-0036 

. . i 




ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

A R Children's Hosp Res Inst p 

1120 S Marshall St 

Telephone: 

DEC I (501)320-2700 

Little Rock, AR 72202 


3. REPORTIHO FACILITY ( List ftll tocstioos whef« animals were housad or usad ir\ actual resaarch, tasting, or axpenmentation, or hald for thasa purposas. Attach additional shaats if nacassary ) 


FACILITY LOCATIONS ( Sites ) - See Atachad Listing 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY ( Attach additional sheets If necessary or use APHIS Form 7023A ) 


A 

Animals Covered 

By The Animal 

Weifars Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but r\ot 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving rto pain, 
distress, or use 
of pain-relieving 
drugs. 

0. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which 

1 appropriate anesthetic, 

artalgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for 
which the use of appropriate anesthetic, arialgesic, or 
tranquilizing drugs would have adversely affected the 
procedures, results, or interpretation of the teaching, 
research, experiments, surgery, or tests. ( An 
explanation of the procedures producing pain or distress 
in these animals and the reasons such drugs were not 
used must be attached to this report ). 

F. 

TOTAL number 
OF ANIMALS 

( COLUMNS 

C + D + E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 






7. Hamsters 






8. Rabbits 



98 


98 

9. Non-human Primates 






0. Sheep 






I.PIgs 


4 

43 


47 

2. Other Farm Animals 












3. Other Animals 






...-R,a t.S : 


580 

952 

15 

1547 

Mi rp 


3.7 5 . 

37 

- 

412 








ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, irrcluding appropriate use of anestebc, analgesic, and tranquilizing drugs, prior to, during, and following actual 
research, teaching, testing, surgery, or e)(perimenutk>n were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and 

approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions Is attached to this annual report In addition to identifying the lACUC-approved exceptions, 
this summary includes a brief “'-^“ptions, as well as the species and number of animals affected. 


4) The atterrding veterinarian for this s appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 




CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Lagalfy Responsible Institutional Official } 

%. / cariifv th^t (he above is true, correct, and complete ( 7 U.S.C. Section 2143 ) 





NAME & TITLE OF C.E.O. OR INSTTTUTIONAL OFFICIAL ( Type or Print ) 

DATE SIGNED 





11/17/C 


XPHIS' form 70 laces VS FORM 10-23 (OCT 6d), which is obsolete.) 

(AUG 91 ) 




This report Is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 

result In an order to cease and desist and to be sut^ to penalties as provided for in Section 2150. additiwiai information. 0180-OOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

73-R-0002 8233 

FORM APPROVED 

0MB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Addraaa, as registered wUi USDA. 
Include Zip Code) 

0 K MEO RES FOUNDATION 

825 NE 13THST 

OKLAHC^ CITY. OK 73104 
(405)271-7085 

3. REPORTING FACILITY (List all locations where animals ware housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCAHONSraies) 


See Attached Listing 




1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FAaUTY (Attach addUonal sheets f necessary or use APHIS FORM 7023A ) \ 

A. 

Animals Covered 

By The Animal 

Weltars Regulations 

B. Nunrfoerof 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, tasting, 
experiments, 
research, or 
surgery but not 
yet used for sudi 
purposes. 

C. Numbwof 
animalaupon 
which teaching, 
researdi, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving dnjgs. 

D. Number of animals upon 
which exj^mants, 
teaching, research, 
surgery, or testa were 
conducted involving 
accompanying pain or 
distress to Ihe animals 
and for which appropriate 
anesthedc, anal^c, or 
tranquilizing drugs were 
used. 

E. Nunfoer of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted Involving accompanying pain or distress 
to Ihe animals and for which the use of appropriate 
anesthetlc,analgeslc, or tranquiNzIng dnigs would 
have adveraely atfocted the procedures, results, or 
interpretation ot the teaching, research, 
experiments, surgery, or tests, ^nexplartattonof 
the procedures pro^jdng pain or distress in these 
animals and ttte reasons such drugs were not used 
must be attached to ttUa report 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C * 
D*E) 

4. Dogs 






5. Cats 






6. Guinea Rgs 






7. Hamsters 






8. Rabbits 






9. NorhHuman Primates 



: 



10. Sheep 






11. Pigs 






12. Other Farm Animals 












13. Other Animals 
























1 ASSURANCE STATEMENTS | 


1) FYofossionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and trarKtulllzIng drugs, prior to, during, 
and following actual research, teaching, fosting, surgery, or experimentation ware follawed by this researdi tadlity. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This fodlity is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the fosututional Animal Care and Use Committee (lACUC). A atimmaiy of aii the sacceptlons la attached to tMa annual report In 
addition to Idend^ng the lACUC-approved exceptions, this summary Includes a brief explanation of the exceptians, as welt as the species and number of animals affected. 


4 ) The attending veterinarian for this research fadltty has appropriate authority to ensure the provision of adequate veterinary cate and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correcL and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OnNSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 


APHIS FORM 7023 (Replaces vs form is-23<Oct 88), which la obsolete PART 1 • HEADQUARTERS 

(AUG 91) 


OCT 1 U fflO 







APHIS Form 7023 Site List 


The following sites have been reported by the facility. 


Registration Number: 

73-R-0002 

Customer Number 

8233 

Facility: 

0 K MED RES FOUNDATION 


825 NE 13TH ST 


OKLAHOMA CITY, OK 73104 


(405)271-7085 


SITE1 

825 NE 13TH ST. 

OKLAHOMA CITY, OK 73104 


OCT • 0 





This report Is required by lav" -7 USC 2143). Fail jro Is nsparl according io the regulations can 
result in an order to cease artd desist arvd lo be sut jeci to perialties fes (Orcwded for In Section 2150. 


See reverse side for 
additional informlion. 


Interagency Report Control No 
0180-OOA-AN 


UNITED S^^'^ES DEPARTMFN-r y.f RiCULTUR: 

ANIMAL ANO ^LANT HiiVuTH irt$P=C r ON SERVICc 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

73-R-0030 1417 

FORM APPROVED 

OM6 NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Nwne and Addrasa, as ragistand with USOA. 
tnciuda Zip Code) 

HAIR, J. ALEXANDER 

320 N RANGE RO 

STILLWATER, OK 74074 
(405) 377-4132 

2 . REPORTING FACILITY (List sil locations where animals were housed or used in actual research, testing, leeching, or axperimentatldn, or held for these purpose#. Attach addiUonei 
ahaelB if necessary.) 


FACILITY LOCATIONS^»»ei; 


See Attached Listing 

3 'IDAJ. 



. i -U't 



A. 

Animals Covered 

By The Anirrai 

Welfare Regulalions 

. B.”NJmber oil^ 
anifTi? i bfn ^ 
j bred, 

co.idi.brvjd, cr 
held for use In 
teaching, testing, 
experiments. 
resea''Ch. or 
surgery but not 
yei lisea tor sucn 
pfrrpc'f'g 

li. NumOef of 

' ;.inl i )l! J'.')!' 

! whicr ieaciiing, 

research, 
experiments, or 
tests were 
conducted 
iT'vjtvino no 
pain, distress, or 
use or pain- 
reiievri.-'.g drug:. 

D. Number cf aniinals upon 
vhich exteriments, 
teaching, research, 
eurgery. or tests were 
conducted involving 
accompanying pain or 
distress lo the animals 
rrnd for which appropriate 
anesthetic, analgesic, or 
t'anquilizing drugs were 
used. 

E. Number of animals upon vdiich teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
lo the artHTBls and for emich the use of appropriate 
ane$thetic,analgesic, or tranquilizirtg drugs would 
have adversely effected the procedures, results, or 
imerprctation it the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the pmcadurasproducinQ pan or dtstrasski these 
animals and the reasons such drugs were net used 
must be attached to this report) 

F, 

TOTAL NO. 

OF ANIMALS 

(Cols. C * 
O^E) 

4. Dogs 

/ 

< 

0 

D 

/57 

5. Cats 

' ri 1 

0 

0 

0 

/'T 

6. Guinea Pigs ^ 




7. Hanwters 

L . . 



a Rabbits 





9. Non-Human Primates 

vi 




10. Sheep ^ 




^ ; 

11. Pigs ^ ! 



12. Other Farm Animals | j 



1 5 

i 



1 3. Other Animals | 

S 

. . 



i 

„ 1 





r 

^ 1 



‘i 


i " I 




O 


ASSURANCE STATEMENTS 


1) Professionally acceptable standards jovnrning the ca e, treat 1100 ., and use of Inciuding appropriate use of anesthetic, anaigasic, and tranquilizing drugs, prior to, during, 

srNt foUovMtg actual rese -^'^i. le^rT tssilrn nr »yp» ‘^nen .stl^tn were followed t-y this research facility. 

2} Each prindpol Invastigatci .v .is consider’ 't 3 ter iiitive 1 U‘ puirtful procedures. 

2) This facility is adhering to v : S' xvj^rt'ci.'. -.. 1 : ■{ ir -ic ^ ;r<( -he «,?i and ii required that exceptions to the siandards and regulations be specified and explained by the 

prindpai Investigator and b> Care <>'id Usa Ccmmitiee (lACUC). A summary of all the axcaptions ia attachad to this annual raport In 

addition to Identifying thrv </ "s .rc.a.iprc vnr t. 1 r,’ v i‘i:.:"i. ».« /otMt-y itvclnrins t> brief explansiioo of the exceptions, as well as the species and number of animals effected. 

4 ) The attending veterinarian fiv mis nssc^rch facility ha ;».o.orc;>'i^le cuthorih' to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of atiirral care ano . se. 


CER’ilF CATtCf J BY HEAOQUiV?TERS RESEARCH FACILITY OFFICIAL 
Cttic&r ot Lvgsily Responsible institutional official) 

I cei :ify that the above is true, correct, arid complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR IfvSTiTUTiOiiiAL OFrii. iikL 


t iMME TiTLE OF C.E.O. OR INSTITUTIONAL OFFICIAL fTvoe or Print) 


DATE SIGNED 


FORM 7023 
(AUG 91) 


(Rerir-,.j \'«s cr,R«a 1*1 rg,,;. jt, w>'.’ - h hi obsole^fi 


, ■‘i . . , 

.•'V'-.- 'i / < j 


PART1-HEADQUARTE 


lUARTC^S^ 




This raport Is raquired by law (7 use 2143). F'aiiuiV to rtsportficcordlr.g to the reflations can See raversa sMe for Irnareganey Report Control No 

result in en order to cease and dasist ai^d to l>e subject to ponsitiee as provided for In S3«tl>3n 2150. additlonai Information. OIBO-OOA^ 


UNITED STATS-B DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

73'R-0100 1450 

FORM APPROVED 

0MB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACMJTY (Name and Acfohsas, Mngitttnd wth USDA, 
MuOaZIpCoda) 

UNIV OF OKLAHOMA-NORMAN 

633 ELM ST 

NORMAN, OK 73019 
(405)325-2077 

3. REPORTINO FACIUTY (Liat alt locations where animais were txxjsed or used In actual research, tasting, teaching, or experimentstion. or held for these purpoaee. Attach addMonei 
sheets If necesaary.) 


FACIUmr LOCATIONSjUeaj 


See Attached Listing 


REPORT OF ANMALS USED BY OR UNDI-R CONTROL OF RESEARCH FACILITY (Attach addOirtalsheetalffWcessaryortmAPHIS FORM r023A ) 


A. 

Animals Covered 

By The Animal 

Weltore Regulations 

r.. Ni mfcvof 
animals being 

bi id, 

conditioned, or 
held for use in 
teaching, testing, 
expeyrtments, 
researon, or 
s'l'gery txjt not 
yet us^ for such 
purposes. 

C. 

animals upon 
which teaching, 
research, 
aiqwriments, or 
tests were 
conducted 
involving iro 
naln. distress, or 
use of pain- 
relieving drugs. 

D. Numbar of animais upon 

which eoqMrimsnts, 
iaachlng, research, 
surgery, or tests ware 
conducted Involving 
accompanying pain or 
di&iresa to the animais 
sno for which appropriate 
snes*hs(ic, analgesic, or 
Tariqulilzli^ drugs were 
used. 

E, Number of animale upon which leeching. 
nqieitiTHM^ raMarch, aurgaiy or toeti ware 
conducted Involving aeoornpanying pain or datreas 
to the aninwia and for which the uee of appropriate 
enea(hetlc,«wlgadc, or tranquHtelno dru^ would 
have edvenely alfocted the procedures, results, or 
intsTprslation of tie teaching, research, 
experiments, auigery, or laela. (Anu^laneilonof 
tfw procedures prodUdhg or dMeea fi tfisee 

animals and ttmnaaom such dmga wen not uaod 
must be eftacfwd to Ms ruporU 

F. 

TOTAL NO. 

OF ANIMALS 

(Cole.C* 

D«E) 

4. Dogs 






5. Cats 

). .. _j 





6. Guinea Pigs 






7. Hamsteis 


1 




8. Rabbits 


1 



1 

9. Non-Human Primates 






10. Sheep 






11. Pigs 






1Z Other Farm Animals 








■ 




13. Other Animals 

. 





Phi prmmk.Q 

TC) 




60 




, , . 











I ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the o re, treatment, and use of ai^mels, Including appropriate use of anestheSc, analgesic, and tranvrlllzlng drugs, prior to, during, 
and fbitowing actual research, teaching testing, euro, ry, or experimentation wore followed by this raaaarch fscillty. 

2) Each principal Investigator has con5idcrT.d altemiitiv i to painfol procedures. 

3) This facility Is adhering to d o statida^'dc r sgLla:; j.'. Jar thi .Mt, and It Y as roqiilred that exceptions to the standards and rsgulaltons be spaeffled and explained by the 

prindpel investigator and a' oroveo by the instiuiboni . .^nirrial Care and Us« C unmittse (lACUC). A aummaiy of eH the soteapitone la attached to thie annual rapert. In 
addition to identi^ng the U rxiC-e>»o)nvnd excenMor t this- surwrierv Induces i brief eixplanahon of the exce^ns, as wali as the apadee and number of animais tffsdad. 


4) The attending veterinarian i x this research facility hr i appropriate authority tc enaurei the provisiori of adequate veterinary cara and to oversee the adequacy of other 
aspects of animal care and isa. 



APHIS FORM 7023 
(AUG 01) 


CERTIF 1CAHON BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chitif Exi^riuiive Officer or LeyaSiy Responsible Institution^ official) 

let tify Tj iat the above Is t tie, rxinnecL and complete (7 U.S.C. Section 2143) 

± OFfI ilAL***" 


NAM : & 11 TUg OF C.E.O. OR INtTITirnONAL OFFICIAL (Type orPrlfU) 


DATE SIGNED 


I^ORM It .33 (Oct 3tt), which ie ohs^fote 


PART 1 • HEADQUARTERS 


■. r./J 


c 


NOV 


I 




Customer and IB Site Address: 


ID: 145G 


Animal Sites: 

Dale Hall/I>a§e MaU. Tower 
455 W. Lindsey 
Norman Oi.< 73019 

Zoology Animal Facility 
1060 Asp 

Norman OK 73019 

Animal Ho-ding Facility 
1060 A^ Ave. 

Norman OA 73019 

Physical 
601 Elm 

Norman O'K 73019 

Fdgar Hail 
865 Asp Ave. 

Room I30A 
Norman OK 73019 

George Cross Builldi^ag 
770 Van l lwet i>/skl 

9“ Floor 

Norman Cil 3iil9 



APHIS Form 7023 Site List 


The following sites have been reported by the facility. 


Registration Nsinriber: 
Customer Number 
Facility: 


73-R-01Q0 

145C 

UNiiV OF OKLAHOMA-NORMAN 
633 ELM ST 
NORMAN, OK 73019 
(405) 325-2077 


SITE1 

633 ELM ST 
NORMAN. OK 73109 

UNIVERSITY OF OKLAHOMA 
LAB ANIMAL RESOURCES 
633 ELM STRE ET 
NORMAN, OK 73019 



TNs rapotl is required by law (7 USC 214^). Failure lo report according to the regulations can See reverse side for hteragency Report Controi No 

result in an order to cease and .lesist aoJ la be subjcU :o ps- alties. as pi'{5vided for in Section 2150. additional Information. OtSO-DOA'AN 


UNITED STA TES OEPAI^Ili/iEi^i OP MJn.'CULTUat 

ANIMAL AND PLANT HEALTH iNSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

73-R-0101 1439 

FORM APPROVED 

0MB NO. 0579-0036 

2, HEADQUARTERS RESEARCH FACtUTY (Name ana Address, as reffistered with USDA, 
Include Zip Code) 

FERRELL FARMS INC 

30140 OKLAHOMA ST 

MCLOUD, OK 74851 
(405)964-3710 

3. REPORTINQ FACILITY (List all locations where animals ware housed or ised in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional I 

sheets if necessary.) | 


FACIUTY LOCATIONSCs/tes) 


See Attached Listing 




I REPORT OF ANIMALS USED BY OR UNDER CONTROL C 

F RESEARCH FA(aUTY (Attach adtMnal sheets i necessary or use APHIS FORM 7023A ) | 

A. 

Animals Covered 

By The Animal 

Welfore Regulations 

. 

ft. N4 .■•!t:c.rrf 
anirnuls beii.ij 
br^d, 

conditioned, or 
held for use in 
teaching, testing, 
35'.,3er;r;-ier.ts, 
researen, or 

SI ifgery but not 
yet us^ for such 
purpoiaes. 

' f c' 

] anirtiale upoti 

which teaching, 
j research. 

axperimants, or 
tests were 

I ccr.,luct&d 

1 involving no 

1 pain, distress, or 

useofpain- 
relievtng drugs. 

n. Number jfantmais upon 
which experiments, 
teaching research, 
surgery, or tests were 
conducted Involving 
accompanying pain or 
distress to toe animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquili.dng drugs were 
used. 

E. Number of animals upon vMch teaching, 
experiments, research, surgery or tests were 
conducted Involving accompanying pain or dialress 
to the animals artd for which the use of appropriate 
anestnetic,analgaslc, or tranquilizing drugs would 
have adversely affe^ed the prooeduras. results, or 
interpretation of the leaching, rseearch, 
experiments, aurgaiy, or tests. (Anexplanatkmof 
me procerkirea producing patn or digress In these 
antnals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Coto.C-*^ 

D-«-E) 

4. Dogs 

4 

' 




5. Cats 

4 




6. Guinea Pigs 

i 

1 




7. Hamsters 





8. Rabbits 

. . 





9. Non-Human Primates 






10. Sheep 

( 

1 jtr' 





lI.Rgs 






12. Other Farm Animal» 

■ 

1 







i 

t 

L 



ir 

13. Other Animals 







. 





■ 

1 






] 





1 ASSURANCE STATEMENTS | 


1) Professionally acceptable s tandards governing ttie < re. treatment, and use o- animals, including appropriate use of anesthetic, artalgeslc, and trattquilizlng drugs, prior to, during, 
and following actual raseer'fi, teacf'lng tesrii'? rnr. or experimentatio'' v'-sre followed by this research facility. 


2) Each principal investigator has coi:s df<H alt.i(n.5t;‘..s lo painful procadunis. 

3) This facility Is adhsrtng la e alar* .: •.*. i.'.d r,t,’ , lat’ j uacie.* ll'ia ’.st, an:; '.I '..ss required that exceptions to the standards and regutatlooa be apedfied and ogtlained by the 
principal investigator and a; '.proveo ay Insr ruuor .^^imal I'ja* a end Use t ammittae (lACUC). A summary cf all the eoccaptiona la attichad to this annual report. In 
addition to identifying th« rtCU'C.^n*'.,. .-i nxo^atin th's su^'rna/v'nciude: brief explan,4<ion of the exceptiens, as well as thaspadas and number of animals affected. 


4) The attending veterinaiic; for ihif '■j-ieS'i h : 3 h.l.i.y 
aspects of animal care and use 


jpD'3prii4$ uuthciri.y in en sure the provision of adequate veterirwy care and to oversee the adequacy of other 


CERTI ICA iiON BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
£u.»a.»iu CiTiCdt or Legally Resi^onsible institutional official) 

! c lify that the above is fue. oorrect and comply (7 U.S.C. Section 2143) 


SlfiNMURE OF C.P.r). (Jh: sriili i iti .UAL 


NAwiE & TITLE Ot C.c.O. OR INSTITUTIOhlAL OFFICIAL fType ormt(f 



APHIS POKP 7023 

(AUG 91) 


{Rer»*-\;reB vs FOftW »V3 (Oct B8), which obsolete 


PART 1 - HEADQUARTERS 











HIS F&m, 7023 Site List 

The following sitf -s navt* )irted by the fociisty. 

• es-'Mii soasitataKiaBHMnm K.^MrtSMSnBaaHasH^HanMaii[^HaH^^MaBMi 


Registration Nu.t ber; 
Customer Number: 


Facility: 


; v\ • t; I 

1439 

FEkR^lL.. FAf<MS INC 
30140 '^h^lAHOMA s r 
ftACLC.«D.OK 74851 
(•^ 05 ) • y'i‘c7 ‘0 






SITE1 

30140 OKLAHOMA ST 
MCLOUD, OK 74651 


iy/ 


This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional Infbnnation. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLAhfT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 
74-R-0011 


CUSTOMER NO. 
1382 


Interagency Report Control No 
0180-OOA-AN 


FORM APPROVED 
OMB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
Made Zp Code) 

ALCON RESEARCH. LTD 
PO BOX 6600 

ATTN; VP PRECLINICAL SCIENCES 
FORT WORTH. TX 76115 
(817)293-0450 


3. REPORTING FACIUTY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentadon, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONSfstes) 


See Attached Listing 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional she^ / necessary or use APHIS FORM 7023A ) 


Animals Covered 
By Tho Animat 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditiorted, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet us^ for such 
purposes. 


. Numberol 
animals upon 
which teaching, 
reseanii, 
experiments, or 
tests were 
ennrtiir^nrt 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


Number of animals upon 
Milch eigsertments, 
teaching, iese»ch, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress fo the animals 
and for which appropriate 
anesthetic, analgesic, or 
Iranquilizing drugs were 
used. 


Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted Involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthe(tc,anatgesic, or Iranquilizing dmgs would 
have adversely affected the procedures, results, or 
inierpretatiott of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures prodtJdng paki or distress In dtese 
animals and the reasons such drugs were not used 
nwst be attached to Hits report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C * 
D*B) 


A. Dogs 




ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, lieatmenL and use of animals, including appropriate use of anesthetic, analgesic, and Iranquilizing drugs, prior to. during, 
artd fbHowitrg actual research, teaching, testing, surgery, or experirnentalion were followed by this research fodirty. 

2) Each principal investigator has considered alternatives to painful procedures. 

3} This facility is adhering to the standards and regulations under the Act and it has required that exceptions to the standards and legutalions be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions Is attached to (Ms annual report. In 
addition to iden%ing Ihe lACUC-epproved excepfions, this summary includes a brief explanation of the exceptions, as well as the spedes and number of animals affected. 

4) The attending veterinarian for this research fadlity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above Is frue, conecL ar>d complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL I NAME SlITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or PririO 1 DATE 


VZ9/o^ 


APHIS PURM 7023 

(AUG 91) 


(Replaces VS FORM 18-23 (Oct B8), which is obsolete 


PART 1 - HEADQUARTERS 


NOV 17 2003 




























APHIS Form 7023 Site List 


The following sites have been reported by the facility. 


Registration Number: 
Customer Number: 
Facility: 


74-R-0011 

1382 

ALCON RESEARCH, LTD 
PO BOX 6600 

ATTN: VP PRECLINICAL SCIENCES 
FORT WORTH, TX 76115 
(817) 293-0450 


Site 1 

6201 South Freeway 
Attn: 

Fort Worth. TX 76134 
Site 2 

Dallas Veterans Affairs Medical Center 
Attn: 

4500 South Lancaster Rd 
Dallas, TX 75216 
Telephone: 


NOV 1 7 2)03 



Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form 
and its use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are 
not required as part of an explanation. A Column E explanation must be written so as to be 
understood by lay persons as well as scientists. 


1. Registration Number: 74-R-001 1 

2. Number 4 of animals used in this study. 

3. Species (common name)__ guinea pia of animals used in the study. 


4. Explain the procedure producing pain and/or distress. 

Guinea pigs are injected with approximately 0.06% sodium hyaluronate, horse serum 
(positive control), or 0.9% saline (negative control), on three occasions into the peritoneal 
cavity. Subsequently, each test subject is injected intravenously and examined for 
anaphylactic response. Guinea pigs are humanely euthanized after the last regimen is 
completed. The 4 animals in Column E are positive controls and are expected to exhibit 
symptoms of respiratory distress, collapse, and death. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would Interfere with test results. 
(For Federally mandated testing, see Item 6 below). 

The guinea pig is an established model for antigen-induced respiratory anaphylaxis. 
Anaphylaxis is the required outcome of the positive control for this study. No analgesic 
compounds were administered since they would potentially confound interpretation and 
conclusions from this study. This test was developed in response to required safety testing 
by the Japanese Ministry of Health and Welfare for marketing viscoelastic products in 
Japan. 


6. What, if any, federal regulations require this procedure? Cite the agency, the Code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 

Agency Japanese Ministry of Health and Welfare 

CFR The Pharmacopoeia of Japan. 13*^ edition. 1996, page 322 


NOV 1/2003 



12/01/2003 16:51 


5122453847 


□SP 


rMvac, 




iMr. twort ii eaauYMl tiy law ('f U$C 21 43) Fadufb to rsport according to tno rctgiitations eait S« ravorso atds for Corttrot No 

nsaulljnano<d«rtoc«aseBnddeeiatan<f(0ba8ub)Mfiop<>naftioso!iprovld«<lf0)iA5«cti00 2i50 addiHonaltntormannn 


UNITEO BTATES DEPARTMLNT Or ACntCULTURE 

ANIMAL ANO PLANT HLAl.Vri iNBr^CTION aERVICE 

TH.aN^.HA.tt«NO. 74.R.0048 

hUMM 

OMP NO. 


2. HEADGKiAAtenS RESEARCH FACIUTT (Nm awl AddrOM, ai ngtaterad tiHlh USOA 

Include Zip Codo) 

ANNUAL REPORT OF RESEARCH FACILITY 
/TYPE OR PRINT) 

Southwest Texas State University 

601 University Drive, JCK Suite 489 

Cinn Marnns. TX Tftfififi 

3. RNPOmTi^C FACILITV (Uot al (ocnMnra wliai'a onlmalB ware hoiWMwi nr umkI kt BouBI raoeaion. taaiiriQ, taitviw^n, or oxpsrlmarrlaoan, 01 twlo tor iltooa ptirpmaa. Aiiiwn adcHifonol 
ahaaiB If nooBBaory.) 


FACIUTVLOCAtlONa (SIMO) 


3a. Sitei- 601 University Dr.. San Marcos /main t 


3b. Site 2 - University Farm, RR12, San Marcos 


PTPCMT or ANIW ALA USED BY PM tJWHeR OONTBQL OT RESEAUCX FACajTY (Awacft oaomonw xniwlM l( iwcoaQAiV «r u»» A«»Mi« rORM 702SA) 


A. 

Anirnnla Ccnrarad 

By Ttsa Animo 

Wettora naB.*"<lenii 

9«NumfeH»r of 

being 

eundtilonodiOr 
held fciriJM <n 
MiiMhIna, teating. 

eKpOTHmeanla, 

I'Moaitih. or 

Mur^^V but not 
y«( MMdl9r«ueR 

R 

C. Number or 
unImalA upon 

arhlch tboelWna 

laenarah, 
eMperltoenlB. or 
Beam iwara 
oondwctad 
Involving no 
pMn. dIaInHui. ai 
uee of pain- 

D. f'k.vnbiir nt »nirtvito upon 
wnien OMperlmerde. 

tencmno, rtmmutch, 
Bu«e»«y. or teete ware 
r-nncliiclail InwpIvInQ 
aeoemponylng poin or 
dlMioee to me ammnM 
and lor vmien Mfivreprlaio 

ivMrfiihailo. onoloeeir,. or 
lrAnn‘4<Binp druga were 

WMid 

1 .. Number el ammale upon wnlvli leeoning 
•KpemnBniii.fMearali, surpety. or enwvMtto 
eenduolod IrmrkWno outomeanylng pein or iiminnie 
to Ipn ■•nimijM ikiVl ler WITiCb tlm urm (4 appieprteM 
uf KMttietie, eneieeeiB, erirerKiijiiiBing dn>gs wouia 

l^vea eakiwAflMly affOOtod ItW f>e^weiidd^« /OCUft*. OR 

Inteiprelallen el INa WMigilo. reoenrob, 

MporintiMve, suroery. or imb. k*n euptanaaon at 
me preipMurwu itroduolng ptiln aroiamxa In thoaa 
rniibimlo end (he f»e»ana tiueh tUHQt were eat unatl 
mumt bm allaonatl to miB report} 

F. 

TOTALNO 

Ol ANIMALS 

(tbele. C *■ 

0 - 1 - E) 

4. OOQS 

0 

0 

0 

0 

0 

5 . Gats 

0 

0 

0 

0 

0 

6. GwiFUMi PiQB 

0 

0 

0 

0 

0 

7. Haryiotoro 

0 

0 

0 

0 

0 

6 . Rabbits 

0 

0 

0 

0 

0 

o Nnn.hiiman PilnnatBs 

0 

0 

0 

0 

0 

10. Shoob 

42 

0 

0 

0 

0 

1 1 „ Piaa 

0 

0 

0 

0 

0 

12 . Other Farm Animois 

215 cows 

0 

0 

0 

0 


20 goats 

0 

0 

0 

0 

1 3 Othor Animals 

4300 

3176 

6103 

56 

8335 
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9) I7a^ principal In 

SI Thie f AOdlV l» Ad 

principal InvnBliB 
addlilen to Idenlif 

AI TTh* nttanikno wwl 

onlmai oore nnri 

WBiiaMpr nee ocneMored (Ill•m■l^n•a le painful preeeduree. 
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certification by headquarters research facility official 

(Chtaf ExeeutlvaOttliMror Lagaliy Responsible institutional Official) 

1 certlly UbiI Uw idiwva i« true, vUiTiXit, laKl completB {T U.3.P. Soedon 2149). 


eiQNATURE OFCeC 

on INCTlTuTlONAL OFFICIAL 

NAME A TITLE OF CEO OF IN-“' t iT JTIONAL OFFICIAL rTVF> arPilM) 

hate EilONEO 




DEC 1 twj 


te otAiuUitNft 


12/01/2003 16:51 5122453847 


□SP 


rMwu 


This nopoitie wouirva by tow (7 USC tSM) FRiiura to ropon aecoromo ratiuiailons can 
result in an ordbr to coma iwi dutiti trxi to bo sutijnet tu oeitalties as provided Kir in Soctton 21&0 


Set revarpa side tor 

additional imorrnatlan 






intotaoertcy Report 
OIQO'OOA'AN 


Control Mo 


UNiTkU a I A I be ubFAH i miCnt or AamcuLivAr 
ANIMAL AMD PLAMT HtAI TH INSPECTION $£mrtCE 


CONTINUATION SHEET FOR ANNUAL REPORT 
OF RESEARCH FACILITY 
(TYPE OP PRINT) 


1. eeciBTeATioN «o 




I- tJrtM APPROVCP 
OMB NO. ORTS-Ocne 


a. headquarters research facuty <Nwne and Addnaa, aa ragiaterad with USOA 
tfidude zip Code) 

SoiUfKu^S^ Ttjc^ 5^ 

Or\) 


REPOrtrr DF animals use- i> av on under cont ciol of rebearch facility (Attach MdkioitBi ohoeai » mummiv «t v«e At -rile form romM; 


A 

AnMAOio uovered 

By The Anlnwi 

Wallara Hdaulailans 

It. VOR 13. Other 
(LetdysacM 

B.NuttPor or 
Brtimalc being 
biod. 

oononmrMid.ai' 

itoUtoruee ir> 

teiMhtng, taeihtg. 
•nMnnMnto. 
raaaanirt, or 
aurgory but not 
yat uwd iar udh 
iMrpnat 

C. Number 01 
onlmale upon 
tMSoh taavNny. 
raeeen*', 

«<paflinenta.or 

w«FlS 

cteiduoieo 
Involvlr^ r'lO 
pain, dlMreas. at 
uoa at paln- 
tolkiMriB drugs. 

n Numuai oronlmoto layon 
«dA:h oxqadmeraa. 
laachlng. rac>«a>ah, 
•urgeiy. ei taoto ware 
eoniluelod Invohdng 
aoeomponyino i>alrt or 
diMmaa la the anOnabt 
and tar wi iwn appropnato 
wvaaihorio. aruilgdote. or 
trorw|ulllzing druga were 
uuad 

1'. NuntPer ol animuiM uobn which teanhlr^ 
onparimenw, imimiuI). aw<d-iy , •>- mom w*r« 
cendi*>~**d liwniwng ncenrrtpanylno gain or diMtuaa 
lo tpm anlmalB and r«> whioh <na use ci Mppieprlata 
a<>oa(hotlB. oiwlgaaia, or tranRuiilAkia dtugs would 
hciva admirsoly idtested trw piooedures. raoUia, or 
imnmmrnnnn uf Via toMhIna. ruaureli, 

••■(Mrbtterae, siirgaty. OiTMIC. Ft/1 9*P"ntitlCfl OT 
tfio procomnwa nrOiluctng pain or euatmte tn Inamm 
an/mMa and Itta rattaann atieh drugs warn nv( uaad 

mual be edmthad lo this nptin) 

F. 

TOTAL NO 

O' ANIMALS 

(COM. C * 

D+ E) 

bAtfi 

0 

0 

63 

0 

63 

various mammals 

0 

10 

0 

0 

10 

birds 

0 

0 

0 

21 ** 

21 

birds 

0 

0 

40 

0 

40 

fish 

fiOO 

800 

0 

0 

600 

fish 

30 

BO 

0 

0 

ao 

fish 

40 

160 

0 

0 

160 

fish 

200 

0 

0 

0 

0 

nsn 

35 

0 

0 

3S**» 

35 

fish, Xiphophorus 

3100 

1900 

5000 

0 

10000 

fieh 

50 

150 

0 

0 

150 

fish 

20 

70 

0 

0 

70 

fish 

0 

6 

0 

0 

ul — 

salamanders 

5 

0 

0 

0 

0 
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certification by headquarters research facility official 
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I oaidfy ilMi the eboea Is true, dddwit. and Mimpleie (7 USiC SBCHon 21431 


HCNATUnE OF CEO OR INIPTiruTlONAL OFFICIAL 


NAME A TITLE CF" CEO OR INSTI'i uTtONAL OFRCIAI /JVpa or Print) 


OATiZaiaNEO 


1 I'j 



This report is required by law (7 USC 2143). Faiiure to report according to the regulations can See reverse side for Interagency Report Control No 

result in,an order to cease and desist and to be subject to penalties as provided for in Section 21 50. additional information. 0180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

CTYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

74-R-O049 1503 

FORM APPROVED 

0MB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zp Code) 

STILLMEADOW INC 

12852 PARK ONE DR 

SUGAR LAND, TX 77478 

3. REPORTING FACILITY (List all locadons where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets If necessary.) 


FACILITY LOCATIONS^Stfes; 


SITE1 ( 

SUGAR LAND, TX 77478 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets f necessary or use APHIS FORM 7023A ) 


A. 

Animals Covered 

By The Animal 

Welfare Regulaltons 

B. Number of 
animals being 
bred. 

conditfoned. or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

0. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesth^c. analgesic, or 
tranquilizing dnjgs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
ane5thetic.analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in Uiese 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C * 
Oi-E) 

4. Dogs 

158 

531 

8 

24 


563 

5. Cats 

49 

155 


24 


179 

6. Guinea Pigs 


541 


29 


570 

7. Hamsters 


88 


20 


108 

8. Rabbits 


1200 


140 


1340 

9. Non-Human Primates 







10. Sheep 







11. Pigs 







12. Other Farm Animals 







Horses 


2 

11 


13 

13. Other Animals 
























1 ASSURANCE STATEMENTS | 


1) Professionaily acceptable standards governing the care, treatmenL and use of animals. Including appropriate use of anesthetic, analgesic, and tranquilizing dmgs, prior to, during, 
and fbliowing actual research, teaching, testing, surgery, or experimentadon were fbHowed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This fadiity is adhering to the standards and regulations under the Act and it has required that excepdorts to the standards and regulations be spedfied and explained by the 
prindpal invesUgator and approved by the Insdtutionai Animal Care and Use Committee (lACUC). A summaiy of all the exceptions is attached to this annual report In 
addition to identifying the lACUC-approved exceptions, this summary Indudes a brief explanadon of the exceptions, as well as the spades and number of animals affected. 


4) The attending veterinarian for this research fadiity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care artd use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 
i certify that the above is true, correct and compiete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

11/21/2003 


APHIS FORM 7023 (Replaces vs FORM 18^3 (Oct 88), which is obsolete PART 1 • HEADQUARTERS 

(AUG 91) 
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I 6li 

Justification for response in ’’E*' 


** Birds were trapped and fitted with an external radio transmitter and 
rel eased 


*** Animals are killed by the AVMA-approved method of spinal section and 
pithing. . 

They presumably experience some distress during capture^ and momentary pain 
during 

the killing procedure 


DEC 1 



; '1 . Registration Number 74-R-0049 / 1 503 

: 2/3. Species (common name) & Number of animals used In this study: 

Dogs (24) Cats (24) 

Guinea Pigs (29) Rabbits (140) 

4. Explain the procedure producing pain and/or distress. 

The pain or distress in dogs in Column E was due to flea allergy dermatitis. These dogs were not treated with anesthetics 
or analgesics because the particular tests being conducted were efficacy tests of drugs designed to prevent or reduce 
symptoms of flea allergy dermatitis. Efficacy of these drugs can only be determined if the animals are infested with fleas 
and exhibit flea allergy dermatitis. The cats referenced in Column E were animals used as flea hosts. It is assumed 
they suffer stress and discomfort from the flea infestation. When toxicity and/or irritation studies are done on rabbits, test 
material is either dropped into one eye of the rabbit or it is applied to the skin. When this dosing to the eye occurs, the 
animals occasionally squeal, and it is assumed that they squeal in pain or distress. Guinea pigs are restrained 
temporarily during and after administration of the test material in sensitization studies. They find the restraint stressful. 

In the case of dermal toxicity tests, cage-side observations include evaluation of the central nervous system, somamotor 
activity and behavior patterns. These would be altered by the use of anesthetics or tranquilizers. 

i 5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

i 

i 

Most studies are federally mandated. However, we sometimes conduct screens to determine if further testing is 
necessary^ When doing these screens, observations are made to the treated areas on rabbits, looking for signs of 
irritation (usually redness or swelling) that may have been caused by the test material. We do not always use anesthetics 
because we may not be able to distinguish between discoloration caused by the test material and discoloration possibly 
caused by an anesthetic. 

; 6. What, if any. federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g., APHIS, 9 CFR 11 3.102): 

Agency: USEPA Health Effects Test Guidelines, Office of CFR: 

Prevention, Pesticides and Toxic Substances, OPPTS 
870-1200, Acute Dermal Toxicity, OPPTS 870.2400, Acute 
Eye Irritation, OPPTS 870-2500, Acute Dermal Irritation, 

OPPTS 870-2600, Guinea Pig Sensitization 


Approval Status: 
Approved/Oisapproved By: 
Date: 


Disapproved Reason: 



This 'eport is required by law (7 USC 2U3). Failure to report according to the regulations can See reverse side for Interagency Report Control No 

result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 01 80*DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

74-R-0050 1481 

FORM APPROVED 

OMB NO. 0S79-O036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zp Code) 

TEXAS TECH UNiVERSITY H S C 

3601 4TH ST 

LUBBOCK, TX 79430 
(806) 743-2565 

3. REPORTING FACILITY (Ust all locations where animals vrere housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional | 

sheets if necessary.) | 


FACtUTY LOCATIONSfsAes; 


See Attached Listing 


3601 4th Street, 
1400 Wallace Blvd 


Lubbock, TX 79430 
Amarillo, TX 79105 


4800 Alberta Dr. 


El Paso, TX 79905 


1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional she&s ff necessary or use APHtS FORM 7023A ) \ 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Numberof animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgsry or tests were 
conducted Involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation ot the teaching, research, 
experimefTts. surgery, or tests. (An eN>lanation of 
the procedures produckig pain or distress ki these 
animals and the reasons such tkvgs were not used 
must be attached to this report 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 
D*E) 

4. Dogs 



36 



5. Cats 



49 



6. Guinea Pigs 






7. Hamsters 




100 


8. Rabbits 


61 

17 



9. Non-Human Primates 



8 



10. Sheep 






11. Pigs 



72 



12. Other Farm Animals 












13. Other Animals 
























1 ASSURANCE STATEMENTS | 


1 ) Professionally acceptable standards governing the care, treatment and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were foUowed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 


3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report in 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible institutional official) 
i certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Tvoe or Print) 

DATE SIGNED 

10/8/03 


APHIS FORM 7023 
(AUG 91) 


(Replaces vs FORM 18-23 (Oct 88), which IsobsoletoGradUate SChOOl 


PART 1 - HEADQUARTERS 



Column E Explanation 


This form is Intended as an aid to completing the Column E explanation. It is not an official form and Its use Is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1 . 

2. 

3. 


Registration Number: 74-R-0500 




Number 


100 


Species (common name) hamster 


__of animals used in this study, 
of animals used In the study. 


4. Explain the procedure producing pain and/or distress. 

Each hamster will be administered 30mg/kg of clindamycin by intragastric 
inoculation under ether anesthesia. A small - diameter, polyethylene 
tubing will be used for all intragastric inoculations. Twenty-four hours 
after clindamycin challenge each hamster is inoculated with one ml. of an 
overnight broth culture of C. difficile (approximately 10^ bacteria/ml.) 

The animals will be abserved at least every 8 hours for evidence of disease. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would Interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

Only live animals can be used to demonstrate prevention of a disease development, 
analgesics cannot be administered because they will inhibit some of the path- 
ology (e.g. inflamation) we are attempting to define in this animal model. 


6. What, If any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


Agency. 


CFR 


nCT 1 0 ^03 


wnperti»i«9><n4b)rtaM'('U8C2i49. FajkMtompaitaeeanlingtottMiraguiMieMCM 
wuft in M otdar to OMM and dsMl and to ba subiMt tB pmMM M ptmidad tor in SMten 21 
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1. CSnVICATE NUMBER: 74^-0068 
CUSTOMER NUMBER: 1454 


FORMAPPROVB) 

OMBNaOSTSOBS 


Haalth Science Center At Houston 
University Of Texas 

Po Box 20036 

Telephone: 


Houston, TX 77225 




IREPORTMOFACIUTY (UMMUocaliMwtwnianiinain 
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Registration Number: 74-R-0068 

Number of Animals used in this study: 627 

Species (common name) of animals used in the study: Guinea pigs 

Purpose of study: The testing is done to find out whether a particular drug is good for 

a particular fungus infection. Fungus infections are a common complication of people 

and animals that have compromised immune systems such as people or animals that 

are on chemotherapy for cancer or people suffering from AIDS. Developing new drugs 

that can fight this infection is important for minimizing suffering and death from this 

potentially life-threatening disease. 

I I The recognized standard measurement for this testing is to see whether the 

animals that received the drug live longer and to see whether fungus Is cleared from 
their organs. The comparison is made between those animals that are given the 
infection with treatment and those animals that were given the infection without 
treatment. 

Explain the procedure producing pain and/or distress: During the course of the 
testing (experiments), the animals will be made sick by giving them an injection of a 
particular fungus in their vein. The animals will be maintained in their normal 
environment and provided food and water. They will be monitored three times a day for 
signs of illness. This illness as it progresses can cause discomfort, much like the flu. 
The animals will be euthanized when it is apparent that they are not recovering from the 
infection. Signs include lack of appetite, Inactivity, dull attitude. Animals that are treated 
with the anti- fungal drug may recover from the infection while those that are not treated 
or treated with less drug or with drug that is not good for this Infection may suffer 
discomfort and pain prior to euthanasia. All efforts will be done to prevent excessive 
pain and suffering through very close and frequent observations to determine when 
euthanasia is needed. 


Facility Locations (Sites) continued 
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Sitel 
Site 2 
Site 3 
Site 6 
Site? 
Site 8 


University of Texas Medical School 
University of Texas Dental Branch 
University of Texas School of Public Health 
University of Texas Mental Science Institute 
Texas Department of Criminal Justice 
Memorial Hermann Hospital 
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This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 

74-R-0071 


CUSTOMER NO. 
1465 


Interagency Report Control NorOs ^ 
0180-DOA-AN '7 


FORM APPROVED 
0MB NO. 0579.0036 


ANNUAL REPORT OF RESEARCH FACILITY 

{TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA 
include Zip Code) 

UNIVERSITY OF TEXAS 
7703 FLOYD CURL DR 
SAN ANTONIO. TX 78229 
(210)567.8166 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONSrsifes) 


See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets f necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


4. Dogs 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use In 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted Involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing dmgs were 
used. 


E. Number of animats upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
Interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) * 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 
Di-E) 




ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal Investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legal iy Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 



(Replaces VS FORM 13-23 (Oct 83), which is obsolete 


PART 1 • HEADQUARTERS 
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APHIS Form 7023 Site List 


The following sites have been reported by the facility. 


Registration Number: 74-R-0071 

Customer Number: 1455 

Facility: UNIVERSITY OF TEXAS 

7703 FLOYD CURL DR 
SAN ANTONIO, TX 78229 
(210) 567-6166 


SITE1 

7703 FLOYD CURL DR. 
SAN ANTONIO, TX 78284 


NOV 2 1 2003 




30 Ocotober 2003 


USDA Registration No. 74-R-071 


The University of Texas Health Science Center at San Antonio 
USDA Report 2002-03 
Category “E” 


Fifty nine (59) Guinea Pigs 

Fifty-nine animals were used to test the efficacy of new anti-fungal agents against systemic 
Aspergillosis. The animals were challenged with the agent and then given different treatment 
regimes. They were included in Category E due to the potential of developing clinical signs of 
systemic Aspergillosis. Analgesics were not administered due to their ability to mask clinical 
signs and/or interfere with clinical observations. All animals were monitored daily and animals 
exhibiting severe clinical signs were euthanatized. 

Twenty Six (26) Guinea Pigs 

Twenty-six (26) guinea pigs were used in the development of a Coccidioides immitis vaccine. 
The animals were challenged by the aerosol route after being inoculated with the vaccine 
candidates. Tissue samples were taken after euthanasia to test for pathogen load in the lungs and 
other tissues. The animals were monitored at least twice daily. Additional treatments were not 
administered due to their ability to mask clinical signs and interfere with respiration. Animals 
were euthanized at various timepoints to determine the validity of the guinea pig model for this 
disease. In this study, the animds did not show any obvious clinical signs of disease but did 
have organisms present in the lungs at necropsy. 

Eighty two (82) Guinea Pigs 

Eighty two (82) guinea pigs were used to study novel drug therapies for systemic Cryptococcus 
neofomtans. The animals were challenged with the agent and then given different treatment 
regimes. They were included in Category E due to the potential of developing clinical signs of 
systemic Cryptococois. Analgesics were not administered due to their ability to mask clinical 
signs and/or interfere with clinical observations. All animals were monitored daily and animals 
exhibiting severe clinical signs were euthanatized. 

Eighty Five (85) Hamsters 

Eighty five (85) hamsters were used in aerosol tuberculosis studies designed to develop a better 
model of the human tuberculosis, and to study new vaccines and treatments for this disease. 
Additional treatments (i.e. analgesics) would lessen or mask the clinical symptoms and obscure 
the purpose of this study. Animals were included in Categoiy E due to the potential of 
developing clinical signs of tuberculosis. All animals were monitored at least twice daily and 
any animals exhibiting pain or distress from the disease were euthanatized. 


NOV 2 1 2003 



This report is required by law {? USC 21 43) Failure to report according to the regulations can Sot reverse side for l^ontroi No 

result in an order to cease and desist and to be subject to penalties as provided for in Section 2150 addiUon: information ui0D>uua*AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

t REGISTRATION NO . 

CUSTOMER I 


FORM APPROVED 

OMB NO. 057»OO36 

ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILPY (Name and Address, as rsgistsrsd with USDA 

of Texas 

Medical Branch at Galveston 

3. REPORTING FACILITY (List afl locotiona whore animals ware housed or used In actual resaerch, taating. teaching, or experimentation, or held for lhasa purposes. Attach additional 
sheets if necessary.) 


FACIUTYLOCATIONS (Silas) 


See attached listing 


I ■ ■ I ^ - I I II . 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILtTY (Attach additional sheets if necessary or use APHIS FORM 7023A) 


A. 

Animals CUsvsrsd 

By Ths Anima 

Wsifarv RogulatlonB 

a. Number of 
animals being 
bred. 

conditioned. or 
held for use in 
taschlng, teating. 
axperimenla, 
research, or 
surgery but not 
yet used for such 
puiposss 

C. Number of 
animals upon 
which taaching, 
research, 
axparimatds. or 
toots were 
conducted 
involvirrg no 
pain, distrasa. o 
usa of paln- 
rislleving drugs. 

D. Number of animals upon 
which axpedmants. 
taacMng. research, 
surgery, or tests were 
cortouctad involving 
accompanying pain or 
distress lo the animals 
and for which appropriate 
snesthatic. analgesic, or 
tranquillzlng drugs ware 
used 

E. Number of animals upon which teaching 
axpertments, research, surgery, or tests wars 
conducted involving accompanying pain or distrasa 
to tha animals and for which the usa of appropriata 
anosthatic, analgosic. or tranquiHzing drugs would 
havs adversary alTecled tha procedures, raaurta, or 
■ntarpralatlon of the taaching. raseatch. 
axperimanla, surgery, or teats. (An expranaf/ort of 
th» proemduroa producing pain or diatrass In thosa 
animala and tha reasons auch dmga warm not uaad 
must ha attaehad lo this raport) 

F. 

TOTAL NO 

OF ANMALS 

(Cols. C * 

D + E) 

4. Dogs 

0 

0 

/3 

0 

— 73 

S. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

21 

5 

144 

342 

491 

7. Hamsters 

2 

14 

408 

439 

861 

8. Rabbits 

182 

60 

317 

0 

watm 

9. Non-human Primates 

0 

0 

1 

8 

9 

10. Sheep 

0 

12 

436 

0 

■saiai 

11., Pips 

0 

122 

66 

0 

188 

12. Olhe Farm Animals 






Goats 

(T 

20 

0 

0 

20 

13 other Animals^'Sn^Q 


11 



11 

Cotton Rats 

18 


6 


6 

Gerbils 

0 

35 

0 

6 

35 


180 

80 

0 

0 

80 


I ASSURANCE STATEMENTS 


1 ) Professionally acceptablo standards governing the cans, treatment, and use of animals Including appropriate use of anasthatie, analgesic, and tierxtuilizlng drugs, prior to, during 
and tbllowing actual research, taaching. testing, surgery, or saperimentalion wars followed by this raaearch IbciVty 

2} Each principal investigator has considered alternatives to painful procaduraa. 

3) This facMity is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be apeclfled and explained by the 
principal investigator and approved by tha Institutional Animal Cara and Use Committea (lACUC). A summary i>f all such exeaptiolta Is attached lo this annual report. In 
addition to identiVing tha lACUC-appraved exceptions, this summary includes a briof explanation of tha oKcaptione. as wel as tha apeclee and number at animals affectad. 

4) Tha attandlng vetarinarlanrar this resaarch fadlHy has appropriate authority to ortaure tha provision of adaquota watarinary caie and to oversoe the adequacy of other aspects of 

snimal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 

(Chidf Exdcutive Officer or Leoelly Rasponeibie inetitutional Official) 

I certifv that the above is true, correct, and complala (7 U.S.C. SacUon 2143). 


SIGNATURE OF CEO OR 


NAME A TITLE OF CEO OR INSTITUTIONAL OFFICIAL /Time or PririO 


□ATE SIGNED 


APHIS FORM 7023 
(AUG 31) 


(Replaces VS FORM 1 8-23 (OCT 88) which is obaoleto 
































































USDA Annual Report 
74-R-0073 


3. Facility Location 

University of Texas Medical Branch - Galveston, Texas 


USDA Annual Report 
Column E Explanations 
University of Texas Medical Branch 
Galveston, Texas 
74-R-0073 


Guinea pigs - 12 

The guinea pig is used as an animal model for the study of viral hemorrhagic fever. Variants of 
viral pathogens are compared with regard to virulence factors and pathogenesis of disease. 
LDjo/roso studies are used for comparison of attenuated vs. virulent variants. Analgesics would 
alter the measurements of parameters used (such as rectal temperature) to evaluate the animal’s 
response to disease. 

Hamsters - 172 

Use of the hamster model to study virulence of different strains of yellow fever virus. This study 
investigates the molecular basis of the pathogenesis of disease. Since the virulence of some 
strains is unknown, death endpoints may be encountered until viral pathogenesis is established. 
When clinical signs of infection are established, moribund endpoints will be applicable. 

Guinea pigs - 60 

Use of the guinea pig model for study of vesiculoulcerative skin lesion caused by herpes simplex 
virus (HSV) complex, and evaluation of new treatment regiments. Since HSV is a neurotropic 
virus, pharmacologic agents that may alter the function of neuronal elements may not be used. 

Nonhuman primates (Macaca sp.) - 4 

Animal model of peripheral neuropathy. This study investigates the mechanisms of neuropathic 
pain through changes in gene expression and potential use as a therapeutic tool. Treatment with 
analgesics would alter the physiologic processes involved in pain sensation. 

Nonhuman primates fMacaca sp.) - 4 

Model for chronic inflammatory arthritis. Studies are designed to determine molecular, 
physiologic, and anatomic responses to inflammatory pain, and to develop interventions that will 
reduce or eliminate pain. Mild pain paradigms achieve experimental goals. Administration of 
opiate derivatives would interfere with analysis of acute and persistent pain mechanisms. 

Hamsters - 5 1 

This study examines the pathology of Hantavirus cardiopulmonary syndrome and as such, animals 
are given a lethal dose. Death is one of the outcome variables, and much of the pathology 
observed is related to the inflammation, thus ameliorating agents may alter outcome data. 

Hamsters - 6 

Infection of hamsters with phleboviruses. Analgesics may alter the disease process and invalidate 
the data. The disease is related to the inflammatory process and any agents that potentially alter 
that process can be expected to alter outcome data. 


s:\wpflles\inisc\usda2002ColE 


Column E Explanations - page 2 of 2 
74-R-0073 


Guinea pigs - 168 

Study of the pathogenesis of herpes simplex virus, a virus that resides within the nerves. 
Analgesics are suspected to alter the course of disease and thus unacceptable to the study. 
Reduction of inflammation would likely alter the outcome of the disease. Opioids would alter 
nerve conduction, which is a component of the study. 

Guinea pigs - 82 

The guinea pig is used as a model to study the pathogenesis of arenavirus hemorrhagic fever and 
to screen various drugs for treatment of the infection. Analgesics are contraindicated since the 
parameters used to study the course of infection in the animal could be affected. 

Guinea pigs - 20 

This is a study involving herpes simplex virus, which infects (resides) within the nerves. 
Analgesics could modify the metabolism within the nerves and thus are not permissible. 

Hamsters- 192 

Animal model for the study of flavivims-induce encephalitis, sites of virus replication, mechanism 
of virus dissemination and neuroinvasion, and evaluation of efficacy of antivirals. LD 50 /ID 50 doses 
of the virus will be used for study of the pathogenesis of infection. 

Hamsters - 18 

Study of host immune response to infection with Leishmania organisms via footpad inoculation. 
Because molecular mechanisms of protective immunity and pathogenesis of disease are 
investigated, administration of any drugs that may interfere with normal inflammatory and/or 
immune response would be contraindicated. 


s;\wpiiles\misc\usda2002ColE 



USD A Annual Report 
Exceptions to Housing Regulations 
University of Texas Medical Branch 
Galveston, Texas 
74-R-0073 


Four hundred and thirty-six (436) sheep were housed in metabolic stanchions for up to four weeks. 
They were housed in the stanchions for 48 hours prior to surgery to adapt them psychologically to 
this type of housing. The purpose of the stanchions was to prevent disruption of vascular catheters 
and other instruments placed surgically. These sheep have the most intensive care of any animals 
on campus with checks being at minimum four times daily (weekends, when there are actually few 
animals on study) to around the clock (during the week, depending on the study). 

Eight (8) NHP (nonhuman primates) were housed singly in the same room. Pair housing was not 
permitted in order to prevent damage of longstanding indwelling scientific devices. There was 
concern that mutual grooming and other routine activities might dislodge delicate medical 
equipment. Physical contact (hands, etc.) was still possible through cage slats. Visual and vocal 
communication was also possible. These NHP’s had daily contact with animal facility and/or 
research personnel. Environmental enrichment included the use of toys, puzzle feeders and food 
treats. 

Four (4) dogs were pair housed in concrete runs for most of the year but there were four episodes 
of three weeks where each pair of dogs was housed singly in oversized cages. The cages were 
used during the period of time when the dogs were in contact with ticks carrying rickettsia. 
During this period of time, both ARC personnel and research personnel checked the dogs daily. 
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This report is required by law (7 USC 2143) . Failure to report according to the regulations can 
result in an order to cease and desist end tC' be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEAuTH INSPECTION SERVICE 


1. REGISTRATION NO. 
74-R-0106 


CUSTOMER NO. 
0464 


Interagency Report Control No 
0180-DOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as regis^red wm USDA, 
Muds Zip Code) 

AMERICAN ANIMAL HEALTH INC. 

2619 SKYWAY DRIVE 
GRAND PRAIRIE, TX 75052 
(972)641-5420 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets If necessary.) 


FACIUTY L0CAT10NS(a«as) 


See Attached Listing 

See Attachment #1 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FAaLlTY (Attach addUor^ sheets If necessvy or use APH/S FORM 7023A } 


Animals Covered 
By The Animal 
Welfore Regulations 


8. Number of 
animals oeing 
bred, 

conditioned, or 
held for use in 
leeching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
raliewing drugs. 


D. Number of animals uport 
which experiments, 
teaching, raseerch, 
surgery, or tests ware 
conducted involving 
accompanying pain or 
(fistress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
Iranquilizing dnjgs were 
used. 


E. Number of animais upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for vrhich the uae of appropriate 
anesthetic,8nalge8lc, or tranquillzing drugs would 
have adversely affected the procedures, results, or 
interpret a tion of the teaching, research, 
experiiTMnts, surgery, or tests. (An explar^ion of 
the procedures proAidng pah or distress in ttiesa 
anhtala and the reasons such drugs were not used 
must be attached to this report 


TOTAL NO. 
OF ANIMALS 

(Cofe.C-T' 

D«E) 


4. Dogs 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-Human Primates 


10. Sheep 


11. Pigs 


12. Other Farm Animals 




8 

0 

68 See Attachment #2 

76 



0 

0 





ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing dnigs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered aKematives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and ragulalions be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A sumnwy of all the axceptione is attached to this annual report. In 
addition to identi^ng the lACUC-approved exceptions, this summary indudas a brief explanalion of the exceptions, as well as the spades and number of animals affected. 

4) The attending veterinarian for this research fadlity has appropriate authority to ensure the provision of adequate veterirary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACIUTY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 
t certify that the above is true, correcL and complete (7 U.S.C. Section 2143) 


SK5NATURI OR C.E.O. OR INSTITUTIONAL OFFICIAL I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 1 DATE SIGNED 


APHIS FORM 7023 
(AUG 91) 
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American Animal Health, Inc. 
2619 Skyway Drive 
Grand Prairie, TX 75052 
U.S.Vet License 315 


FACILITY LOCATIONS 
Attachment #1 


1.) Burrer Testing Facility 

2.0 Miles N. on the Hayden Ranch Rd. from 
the Junction of Tivydale Rd. 

Fredericksburg, TX 78624 

2. ) Chester Spinrath Testing Facility 

Allerkamp Rd. 

Comfort, TX 78013 

3. ) Farm Place Testing Facility 

8.5 Miles S. & 0.4 Miles West/Junction 
of Wilson Creek Rd. & FM 1341 
Comfort, TX 78013 

4. ) Fredericksburg Texas Testing Facility 

Texas State Hwy 16 
Fredericksburg, TX 78624 

5. ) Hillingdon Ranch Testing Facility 

346 Giles Ranch Rd. 

Comfort, TX 78013 

6. ) Johnson City Texas Testing Facility 

Rt. 1 , Box 770 
Johnson City, TX 78636 

7. ) Laboratory Animal Testing and Storage Facility 

Building #3 
2625 Skyway Drive 
Suite 102 

Grand Prairie, TX 75052 


* 


October 6, 2003 


Goats 


Goats 


Goats 


Cattle & Goats 


Goats 


Goats 


Mice, Rabbits & Guinea Pigs 


ocr 2 7 axa 



American Animal Health, Inc. 
2619 Skyway Drive 
Grand Prairie, TX 75052 
U.S.Vet License 315 


8. ) Squaw Creek Testing Facility Goats 

2.8 Miles South of Junction of Doss Rd. 

(FM648) and Squaw Creek Rd. 

Doss, TX 78618 

9. ) Stieler Place Testing Facility Goats 

15 Miles S. on Hwy 87 from junction of 
Highway St. and Hwy 87 
Comfort, TX 78018 

10. ) White Oak Testing Facility Goats 

5 Miles S. of the Junction of Tivydale Rd. 

(FM 2093) & White Oak Rd. 

Fredericksburg, TX 78624 


* 2 * 


October 6, 2003 


UU 2 7 2003 



American Animal Health, Inc. 

2619 Skyway Drive 
Grand Prairie, TX 75052 

U.S. Vet License 3 1 5 October 22, 2003 


Attachment #2 

The animals were used in the challenge protection tests conducted to demonstrate 
host animal immunogenicity for the licensing application of Mycoplasma Bovis 
Bacterin (Code 2760.00). Since this is a new product, the USDA still does not 
have a coded requirement in the 9CFR. These studies need to be in compliance 
with the Veterinary Services Memorandum Nos. 800.200 and 800.204 for 
acceptance as a host animal immunogenicity study. 

For the test, 6-week-old susceptible animals were selected based on negative 
serological response and negative M. bovis isolation. The animals were randomly 
assigned to three groups: vaccinated, placebo, and non-vaccinated controls. 
Those vaccinated received two vaccinations at 2cc/dose by subcutaneous injection, 
3 weeks apart. The placebo group was vaccinated in the same manner using only 
adjuvanted media. Two weeks after the 2 ^^ vaccination, all vaccinated and 
placebo animals were challenged by Mycoplasma bovis field isolates to produce 
the disease. The non-vaccinated control group was not challenged. 

After challenge, the animals were observed daily for clinical signs of the disease. 
Fourteen (14) days postchallenge, all animals in all groups were euthanized by 
captive bolt stunning followed by exsanguination and necropsy. Their lung 
lesions were evaluated and scored. A statistical analysis of the lung scores 
between vaccinates and the placebo group was conducted and reported to the 
USDA to fulfill the licensing requirements. 

These tests invariably subjects animals to pain or distress by producing various 
degrees of clinical symptoms of pneumonia in order to simulate the actual 
protective effect of the vaccinated animal in comparison to that of the placebo 
animal. The 14 days post challenge waiting time is necessary in order to manifest 
pneumonic lesions if the animal is not protected. The pain or distress caused by 
the challenge to evoke the disease must not be treated as treatment may allay the 
disease but abolishes the condition demonstrating whether this bacterin can protect 
the animal from actual field conditions. The degrees of protection in the 
vaccinated animals are reflected in the severity of pneumonic lesions based on that 
of the placebo animals. 
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Animals Covarad 
By Tha Animal 
Welfara Ra^ulaGons 


4. Dogs 


& Cats 


B. Numbarof 
animals baing 
brad. 

oonditionad, or 
bald for usa in 
laacNng, lasting, 
ai^anmanN. 
rasaarah. or 
surgarybMinot 
yalusad for suet) 
purposas. 


C. Numbarof 
animals upon 
viMeh laacNng, 
rasaarch. 
ai^inants. or 
(asta«Mra 
eondudad 
involMngno 
pain, disirass. or 
usaofpain> 
rallavfng drags. 


Ol. Nufflbar of animals upon 
wMcliaaparifflonis, 
i taaching. rasaarch, 
•utgary.oriasUvMra 
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accompanying pain or 
disirass to tha animals 
and for vihich appropriala 
anasPislic. analgasic. or 
tranquillzing drags wars 


, fhimbar of animals upon which laaching, 
•Kpadmanis, rasaarch, surgary or lasts wara 
conduelad involving aeeompanying pain or disirass 
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6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-Human Primates 


10. Sheep 


11. Pigs 

Goats 

12. Other Farm Ar^mals 

Cows 

13. Other Animals 


Bats 1 1 . 

Cottonta i I 12 2 

Fox, Swift 19 

ASSURANCE STATEMENTS 

1 ) Professionally acceptable standards governing lha care, IraalmanL and usa of animals, including appropriate usa of anasthalic. analgesic, and vanquilizing drags, prior lo. during, 
and following actual research, taaching. lasting, surgary. or axparimantalion vMre foliowad by Ihte research faculty. 

2) Each prindpal Investigator has oonsidaradBltamalivaa to paMul procaduras. 

3 ) This facslily is adhering to lha standards and raguiabons under the Ad. and it hasiraquirad that axeaptions to the standard and reguialions be spadfiad and axplainad by lha 

principal investigator and approved by ttta Inslitutional Animal Cara and Usa Commlilaa (lACUC). A summary of aN the axoapttoria la attached (0 iMa annual report, in 

addition to idantifying tha lACUC-approved exceptions, this summary indudas a brief explanation of lha SMcapiions. as «raU as lha species and nwnbar of animals affected. 

4) The attending votarinari an for this resaarch fadlily has appropriate authority to ensure tta provision of adequate veterinary care and to oversea tha adequacy of other 
aspects of animal care and use. 
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Gopher 


Jackrabb it 


Mouse, Deer 


Mouse, Harvest 


Mouse, Pocket 


Mouse, Pygmy 


Mouse, Texas 


Raccoon 


Rat, Cotton 


Rat, Kangaroo 


Rat, March Rice 


Shrew 


Squ i rre I , Ground 


Vole, Prairie 


Wood rat 
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Additional Site Listings 


LICENSEE/REGISTRANT NAME: 

TEXAS TECH UNIVERSITY 


ACRC, Box 42002 


Lubbock, TX 79409-2002 

LICENSEE/REGISTRANT NO. 

74-R-0108 

CUSTOMER NUMBER: 

1480 

Phone 

(806)742-1160 


SITE# 1 

NAME OF SITE: 

Texas Tech University 


ADDRESS: 

CONTACT PERSON: 

TELEPHONE: 

Bioloev Buildine. 6th Floor 

Lubbock. TX Countv: Lubbock 

SITE # 2 

NAME OF SITE: 

Texas Tech University 


ADDRESS: 

CONTACT PERSON; 

TELEPHONE: 

Human Sciences Buildine. Basement 

Lubbock. TX Countv: Lubbock 

SITE# 3 

NAME OF SITE: 

Texas Tech University 


ADDRESS: 

CONTACT PERSON: 

TELEPHONE: 

Northeast Lubbock Countv Field 

Laboratories. Animal Science Facilities 

Lubbock, TX Countv: Lubbock 

SITE# 4 

NAME OF SITE: 

Texas Tech University 


ADDRESS: 

CONTACT PERSON: 

TELEPHONE: 

TIEHH 

1207 Gilbert Drive, Bldg. 555 (Reese Center) 

Lubbock. TX Countv: Lubbock 


OCT 22 





Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number: /4-k-u mo 

2. Number 534 ^of animals used in this study. 

Wild mice, wild 

3. Species (common name) shrews 3 nimals used in the study. 

4. Explain the procedure producing pain and/or distress. 

SEE ATTACHED 


s Provide scientific justification why pain and/or distress could not be relieved. State methods or rneans used to 
determine that pain and/or distress relief would Interfere with test results. (For Federally mandated testing, see 


Item 6 below) 


SEE ATTACHED 


6. What, if any. federal regulations require this pro^re? the ^ency the of Federal Regulations 
*:»ia n<imKAr anH the snecific section number (e.g.» APHIS, 9 ) 


(CFR) title number and the specific section number (e.g. 

N/A CFR 


Agency. 


N/A 



Column E Explanation 


1, Registration Number: 74-R-0108. 

2. Number of animals used in this study: 534. 


Species (common name) 

of animals used in the study: 

Harvest mouse 

162 

Pygmy mouse 

90 

White-footed mouse 

4 

Cotton rat 

73 

Marsh rice rat 

203 

Shrew 

2 


4. Description/explanation/purpose of study: Protocol Title: Arthropods and 

Landscape Epidemiology 

• The purpose of this study is to understand the dynamics of (and correlations 
among) Hantavirus prevalence/ rodent population dynamics/ habitat changes/ 
parasitism within the native habitat, across spatial and temporal levels. 

• This is a “capture -mark-release-recapture” study conducted at Peach Point WMA, 
Freeport, TX (the study area is a marsh/swamp). 

• Hantavirus is a virus that causes mortality in 50% of human cases. Transmission of 
the virus is thought to occur by contact with rodents. Previous investigators 
identified Hantavirus in ectoparasites. This indicates that these ectoparasites may 
play an important role in the persistence and/or transmission of the virus in the 
natural habitat. This work is designed to determine the role of ectoparasites in 
Hantavirus transmission and to correlate this information with the kuidscape 
ecology (plant and habitat parameters) of a coastal habitat in Texas. Tissues of 
rodents and ectoparasites will be screened for the Hantavirus. Mark-recapture 
grids and standard survey sampling will provide data on the dynamics of 
Hantavirus infection in rodents, correlated with vegetation and habitat changes, and 
parasite data. Bayou Hantavirus is being studied in Texas in order to provide a 
more robust perspective on other data available, which has been collected primarily 
from Sin Nombre virus. 

• This study centers on wild-caught rodents that may be naturally infected with 
Bayou Hantavirus and ectoparasites in Texas. The Marsh rice rat is the target 
species for Hantavirus infection, but infection may occur in other species of 
rodents. The natural dynamics of the virus can only be successfiilly studied in the 
native habitat. Bayou Hantavirus has only been found in wild rodents and viral 
dynamics have not been approachable in laboratory studies. 

5. Explain the procedure producing pain and/or distress: 

• Harvest mice. Pygmy mice, White-footed mice, Cotton and Marsh Rice rats, and 
Shrews were live-trapped using baited Sherman Live traps. The traps are set in an 
area of marsh/swamps with areas of standing waters. Traps were often modified to 
float in the marsh. 



• 0. 1 ml of blood was collected in the field (marsh/swamp) from the orbital sinus of 
live animals caught in Sherman Live traps, including Harvest mice. Pygmy mice. 
White-footed mice. Cotton and Marsh Rice rats and Shrews, using a sterile 
capillary tube. Animals were then released at the site of capture to minimize stress 
and maximize survival. 

6. Provide scientific or regulatory justification for wifriholding of pain/distress relief: 

(Provide scientific justification why pain and/or distress could not be relieved. Clearly 

and scientifically justify why relieving pain or distress would unavoidably interfere 

with the purpose of the study in which the animals were used). 

• As in other studies of this nature, anesthesia was not administered, as it greatly 
increases handling time and decreases survival of the wild rodents. 

• There are no established doses/guidelines for the use of anesthetics/analgesics in 
the wild rodents involved in this study. 

• Marsh rice rats were released directly into the water following handling. 

Anesthesia is a liability in aquatic releases. Under such conditions, anesthesia 
would have increased the risk for drowning of rodents, and increased predation risk 
due to inherent initial lethargy during recovery. 

• Prolonged confinement following drug administration influences recovery and 
survival rates of wild-captured rodents. Recovery time can only be estimated, and 
determining appropriate drug dosage for trap-stressed animals can be problematic 
(Seal and Kreeger, 1987) and itself become a source of mortality. 

• “If pain is slight or momentary, it may be judicious not to use anesthesia so that the 
mammal can be released immediately.” (Guidelines for the Capture, Handling, and 
Care of Mammals - American Society of Mammalogists Animal Care and Use 
Committee) 

• “The use of anesthesia for blood sampling will depend upon the procedure and 
species. Because some species are highly sensitive to anesthesia, the use of 
anesthesia should be weighed against the risk of mortality from the anesthesia.” 
(Guidelines for the Capture, Handling, and Care of Mammals - American Society 
of Mammalogists Animal Care and Use Committee) 

State why blood must be collected: 

• To determine Hantavirus antibody status of the wild captured rodents. 

• Blood will provide temporal and spatial data on persistence of the Hantavirus in 
rodents as determined from serology (antibodies= evidence of viral past-exposure). 
These data document correlations among temporal and seasonal parameters for the 
Hantavirus antibodies/ rodent/habitat interactions. 

State why it must be circulating: 

• It is necessary to collect the blood from living rodents because the circulating blood 
must be collected with no possibility of contamination from non- vascular sources 
(e.g. organs, skin sur&ce etc, as post-mortem collection would risk). 

• These animals are on a “mark recapture grid” and were released directly after the 
blood collection. 

State why blood pressure is important: 

• Anesthesia would lower blood pressure and make it difficult to collect a sample of 
blood. 



State why animals could not be monitored during recovery from anesthesia: 

• Prolonged confinement following drug administration influences recovery and 
survival rates of wild-captured rodents. Recovery time can only be estimated and 
determining appropriate drug dosage for trap-stressed animals can be problematic 
(Seal and Kreeger, 1987 ) and itself a source of mortality. 

• Administration of anesthesia/analgesia increases handling time and reduces 
survival of the wild rodents. 

State why reversible anesthetics could not be used: 

• There are no established doses/guidelines for the use of anesthetics in wild rodents. 

• As in other studies of this nature, anesthesia was not administered, as it greatly 
increases handling time and decreases survival. 

• Under such conditions, anesthesia would have been a risk for drowning of rodents, 
and increased predation risk due to inherent initial lethargy during recovery. 

State why etherization is used for euthanasia, rather than a safer and less stressful 

method: 

• Animals to be euthanized were transported from the swanq}/marsh area of capture 
to the field lab, then euthanized, and ectoparasites and organs were collected for 
Hantavirus PCR and serology analyses. 

• The 2000 Report of the AVMA Panel on Euthanasia Appendix 3 states “ether is 
conditionally acceptable for rodents and small mammals”. 

• Ether also anesthetizes the ectoparasites, which are collected from euthanized 
animals. 

State methods or means used to determine that pain and/or distress relief would 

interfere with test results: 

• Administration of drugs that provide pain and/or distress relief would be an 
additional procedure that could increase handling time and stress to the animal and 
affect the survival of the wild rodents. 

State that the pain or distress, which occurred, was, in fact, the minimum necessary to 

achieve the study’s objective. 

• 0. 1 ml of blood (minimum amoimt necessary for serology) was collected in the 
field as efficiently as possible with the minimum amount of stress to the wild 
capture rodents. 

• Distress due to handling and blood collection was minimized by swift application 
of the blood collection procedures. Unpublished data strongly suggest that there is 
no adverse response to these blood collection procedures. 

• Immediately after the blood collection the animals were released at the exact site of 
capture to enhance orientation to their home environment and thus maximize 
survival. 



Optional Column £ Explanation Form 


Protocol ^ 

Title: Arthropods and Landscape Epidemiology 

4. 

Wild mice, wild rats and shrews in the field had blood collected from the orbit using a sterile 
capillary tube. 

5. 

This procedure requires that the blood be circulating and that the blood pressure not be affected 
by anesthesia. Administration of an analgesic in the mark-recapture animals would be an 
additional procedure that could add additional handling time and stress to the animal. Marsh rice 
rats often are released directly into the water (at site of capture), following handling. Anesthesia 
would be a liability in such releases, as there would be a risk for drowning, and in any case there 
is an increased predation risk due to inherent initial lethargy during recovery. For other species, 
confinement in traps for some time influences recovery and survival rates following drug 
administration. Since confinement time can only be estimated, determining appropriate drug 
dosage for trap-stressed animals can be problematic (Seal and Kreeger, 1987) and itself a source 
of mortality. 

Distress due to handling and blood collection are minimized by swift application of procedures. 
Moreover, unpublished data strongly suggest that there is no adverse response to these handling 
procedures. Any captured animal that is injured or is lethargic and appears unlikely to recover 
will be euthanized by etherization. 


OCT 2 2 2003 



This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 
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FORM APPROVED 
0MB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACIUTY (Natna and Addraaa, aa registered w«h USDA, 
include Zip Code) 

UNIVERSITY OF INCARNATE WORD 
4301 BROADWAY 
SAN ANTONIO, TX 78209 
(210)829-3152 


3. REPORTING FACILITY (List ail locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONS(«)as) 


See Attached Listing 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach addShna ^teets f necessary or use APHIS FORM 7023A) 


Animals Covered 
By The Animal 
Weifore Regulations 


B. Number of 
animals bang 
bred. 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 

0. Number of animals upon 

E. Number of animals upon which teaching. 

F. 

animals upon 

which axparimants. 

axparimants, resaan^, surgery or tasts were 


which teaching. 

teaching, research. 

conducted involving accompanying pain or distress 

TOTAL NO. 

research. 

surgery, or lasts were 

to the animals and for which the use of appropriate 

OF ANIMALS 

exparimanla, or 

conducted Involving 

anesthatic,analgasic, or tranquilizing drugs would 


tests were 

accompanying pain or 

have adversely affected the procadures, rasults, or 

(Cole.C-*- 

conducted 

distress to the animals 

interpretation of the teaching, research. 

O-^E) 

involving no 

and tar which appropriate 

experiments, surgery, or tests. (An ex^anation of 

pain, distress, or 

anesthetic, analgesic, or 

Ihe procedures producing pakt or distress in Ih^ 


use of pain- 

tranquilizing dnjgs were 

animals and the reasora such drugs wen not used 


relieving drugs. 

usad. 

must be attached to this report) 



4. Dogs 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing dmgs, prior to, during, 
and following actual research, teaching, testing, surgery, or experlmantatian were followed by this research facility. 

2) Each principal investigator has considered attamatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the AcL and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A sumnuiy of all the axcaptlone Is attached to this annual report In 
addition to identifying the lACUC-approved exceptions, this summary inciudes a brief explanation of the exceptions, as well as the spades and number of animals affected. 

4 ) The attending veterinarian for this research fadllty has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 
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DATE SIGNED 

11/26/03 


. which la obsolete 


PART 1 • HEADQUARTERS 
























APHIS Fonn 7023 Site List 


The following sites have been reported by the facility. 


Registration Number: 74-R-0159 

Customer Number, 1 71 8 

Facility: UNIVERSITY OF INCARNATE WORD 

4301 BROADWAY 

SAN ANTONIO. TX 78209 

(210)829-3152 


DR. L. AGNESE. JR./UNIVERSITY OF INCARNATE WORD 
4301 BROADWAY 
SAN ANTONIO. TX 78209 



"I 

I 




This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number 


74-R-0159 


2. Number 


148 


of animals used in this study. 


3. Species (common name) Wood Rat of animails used in the study. 


4. Explain the procedure producing pain and/or distress. 

The wood rats are captured, restrained, and sampled 
by ear puncture for LEISHMANIA . They are tnen released. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

The pain is minimal, and use of anaesthetic would render ttie 
animals more susceptible to predation. This was discussed and 
approved by the UIW lACUC in May, 1998. 


6. What, if any. federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


Agency None 


CFR 



Thil report Is required by law (7 USC 2143). Failure to report according to (he ragulallona can Sea reverie aide tor 

result In an order to cease and desist and to be sul^ect to penalllas as ptovidad for in Section 2150. additional informatton. 


Interagency Report 
01804X>A-AN 




UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

{TYPE OR PRINT) 

CoiZl Xfi ftvr^ r/)-///? 


FORM APPROVED 
OMBN0.057fi-0036 

2. HEADQUARTEM RESEARCH FACNLITY(Ato/nearxfAdalresAaareg«Mare(fwin(/SDA, 
todudsZtiCods; 

C^IXA CORPORATION 

1124 COLUMBIA STREET, SUITE 200 

SEATTLE, WA 98104 
(406)363-6214 

1 3. REPORTING FACILITY (List afi locations where animNs were housed or used In actual research, tasting. taacNng, or eiqMrimenlatton, or held for these purposes. Attach additional I 

1 sheets If necessary.) I 

i ' 'n 

See Attached Listing ' y 

hr Oct — SetrY ZGV ^ 


1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OP RESEARCH FACIUTY (AttmOiadiOIOltalth&etlWntensary or uu APHIS FOMil 7023A) \ 

A. 

Animals Covered 

By The Animal 

Welfore Reguiallom 

B. Numberof 
■frimsls being 
bred, 

condittoned, or 
held for use In 
teaching, testing, 
axperltnems, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Numberof 
animals upon 
which tsscNng, 
reseerch, 
experiments, or 
tests wers 
conducted 
involving no 
pain, dstrass, or 
usaofpain* 
raliaviiig dnigs. 

0. Nufflbar of animals upon 
which axperimants, 
teacMng.ratasrGh. 
surgery, or teals were 
crxiducied involving 
accompanying pain or 
disireas to the anifflals 
and for which approprtato 
anasihMic, analgaste, or 
tranquilizing drugs were 
used. 

E. Number of entmels upon which teaching, 
experiments, resear^, surgery or tests ware 
conducted inval>4ng accompanying pain or dtstrses 
tothe animals and for which lha uaa of appropriate 
anesthalic,analgesic, or trenquHIzIng dnigs would 
have adversely alfociad the procedures, results, or 
intarpratatlon ^ the toachlng. reseerch, 
experiments, surgery, or tests. (AnoxplattaHortof 
dto procerftirM prodbohg pafo or dfoPass to lhase 
animals and ^rvosonoau^ drugs mn not used 
must ba attached to Ms r^ror^ 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C *■ 
D*E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 
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5*5' 7 




7. Hamsters 






8. Rabbits 






9. Non-Human Primates 






10. Sheep 






11. Pigs 






12. Other Farm Animals 












13. Other Animals 
























1 ASSURANCE STATEMENTS | 


1) Professionally acceptable standards governing the care. Irealmenl, and use of animals, Indudlng appropriate use of anestheflc, analgesic, and tranquHizIng drv^, prtor to, during, 
and foilotwing actual research, teaching, testing, surgery, or experimantalion were followad by this ressatch fadBty. 


2) Each principal investigator has considered altematives to painftjl procedures. 

3) This fadlily Is adhering to the standards and regulations under the Act, and It has required that excapUons to the standards and regidatlons be specified and explained by the 
prindpat Investigator and approved by the Insdtutional Animal Care and Vfoe Commltlae (MCUC). A eunsnaiy of aN the axeepdons it attached to iMs annual raport In 
addition to Identifying the lACU&apixovad exceptions, this summary Indudes a brief explarwtion of the axcaptlons, as well as the spades and number of animals affected. 


4) The attending veterinarian for this research tadltty has appropriate authority to ensure the provision of adequate veterinary care and to oversea the adequacy of dher 
aspects of animat care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Reeponslbie Institutional official) 

1 certify that the above Is tnie, cottmi, end complete (7 U.S.C. Section 21 43) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTiONAL OFPKMAL /Tuoa orPrfof) 

DATE SIGNED 


APHIS FORM 7023 (Replaces vs form 1Ma(OctflS), which is abaoMa PART 1 • HEADQUARTERS 

(AUG 91) 


OCT 2 4 2003 
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This report Is required by law (7 USC 21 43). Failure to report according to the regulations can See reverse side for Interagency Report Control No 

result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

{TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

82-R-0002 1079 

FORM APPROVED 

0MB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 
include Zip Code) 

REGENTS OF THE UNIV. OF IDAHO 

PO BOX 443010 

MOSCOW, ID 83844 
(208) 885-8958 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONS^sffes; 


See Attached Listing 


1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) \ 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 
D+E) 

4. Dogs 
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5. Cats 






6. Guinea Pigs 
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10. Sheep 
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11. Pigs 





-0 - 
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13. Other Animals 
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1 ASSURANCE STATEMENTS | 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 


3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specifted and explained by the 
pnncipal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions Is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending vetennarian for this research facility has appropnate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

11 / 24/03 


APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88), which Is obsolete PART 1 - HEADQUARTERS 

(AUG 91) 




NOV 2 6 


'UQ 




This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


CONTINUATION SHEET FOR ANNUAL REPORT 
OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 

82-R-0002 


CUSTOMER NO. 

1079 


Interagency Report Control No 
OieO-DOA-AN 


FORM APPROVED 
OMB NO. 0579-0036 


HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

REGENTS OF THE UNIV. OF IDAHO 
PO BOX 443010 
MOSCOW. ID 83844 
(208) 885-8958 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use this form.) 


A. 

B. Number of 

C. Number of 

D. Number of animals upon 

E. Number of animals upon which teaching. 

F. 


animals being 

animals upon 

which experiments. 

experiments, research, surgery or tests were 


Animals Covered 

bred. 

which teaching. 

teaching, research. 

conducted involving accompanying pain or distress 

TOTAL NO. 

By The Animal 

conditioned, or 

research, 

surgery, or tests were 

to the animals and for which the use of appropriate 

OF ANIMALS 

Welfare Regulations 

held for use in 

experiments, or 

conducted involving 

anesthetic.analgesic, or tranquilizing drugs would 



teaching, testing, 

tests were 

accompanying pain or 

have adversely affected the procedures, results, or 

(Cols. C + 


experiments. 

conducted 

distress to the animals 

interpretation of the teaching, research. 

0+ E) 


research, or 

involving no 

and for which appropriate 

experiments, surgery, or tests. (An explanation of 



surgery but not 

pain, distress, or 

anesthetic, analgesic, or 

the procedures producmg pain or distress in these 



yet used for such 

use of pain- 

tranquilizing drugs were 

animals and the reasons such drugs were not used 



purposes. 

relieving drugs. 

used. 

must be attached to this report) 





ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, Including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to. during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions Is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropnate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legaliy Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


SIGNATUREjOF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) To^ 


DATE SIGNED 


APHIS FORM 7023A 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which Is obsolete 


I 11 / 24/03 

PART 1 • HEADQUARTERS 


NOV 1 b 2uUo' 














APHIS Form 7023 Site List 


The following sites have been reported by the facility. 


Registration Number: 
Customer Number: 
Facility: 


82-R-0002 

1079 

REGENTS OF THE UNIV. OF IDAHO 
PO BOX 443010 
MOSCOW, ID 83844 
(208) 885-8958 


REGENTS OF THE UNIV. OF IDAHO 
UNIVERSITY OF IDAHO 
MOSC( 


UNIVERSITY OF IDAHO 
2696 GLEASON MCABEE ROAD 
DRIEST RIVER. ID 99999 
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REGENTS OF IDAHO OF THE UNIVERSITY OF IDAHO 
REGENTS OF IDAHO/UNIV. OF IDAHO 
CALDWELL, ID 83844 
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Column E Explanation 


1. Registration Number: 82-R-0002 

2. Number of animals used in this study; 2 

3. Species (common name) of animals used in the study; Rabbit 

4. Explain the procedure producing pain and/or distress. 

Young adults of either sex are used for toxicity experiments. The minimum number of animals 
are used that will give interpretable results. Generally, this is two per toxin. If both of the two 
animals exhibit the same reaction, generally positive or negative, we do not test further. 
However, in some cases where the results are not conclusive, we may need to use additional 
animals, generally groups of three. In some toxicity tests, the toxins are injected IV, in others 
they are slowly released from subcutaneous (surgically-implanted) osmotic pumps. 

Clinical effects of toxins used include fever, lethargy, and mortality, with mortality being the 
key indicator of toxin severity. Although not 100% accurate, previous study results have 
indicated loss of righting reflex is a good indicator of impending mortality and is thus used as 
the endpoint of the experiment. 

5. Provide scientific Justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. 
(For Federally mandated testing, see item 6 below) 

Although the mechanisms involved in induction for staphylococcal food poisoning and toxic 
shock syndrome are currently not completely understood, it is known that the events leading 
to these diseases are multifactorial and complex. Thus, no tissue culture or cell technique 
that represents the ability of the toxins to cause either of these human diseases is known. It is 
our long-term goal to promote both human and animal well-being through this research. To 
achieve this goal, it Is essential that we obtain an in depth knowledge of the structural and 
functional organization of these bacterial toxins. The morbidity and mortality associated with 
toxigenic staphylococcal and streptococcal diseases is significant for both humans and other 
animals. For example, toxic shock syndrome and the newly described “flesh eating” 
streptococcal disease fall into this category. Furthermore, diseases of domestic farm animals 
such as mastitis are highly associated enterotoxin-producing staphylococci. It is likely that the 
toxins modify the immune response in animals, as in humans, allowing the organism to 
persist and cause infection. This research will help us identify the regions of toxin molecules 
and then to test potential vaccine candidates possessing these regions in animals to 
determine if they induce protection. 

Antibodies are used to purify toxins from staphylococcal cultures and also check for structural 
changes caused by any mutation that we introduce in the protein molecules. Rabbits are 
used for toxicity testing. They are the best model for human toxic shock syndrome, another 
illness caused by the toxins studied in this project, it is hoped that these studies will provide 
some insight into the molecular and cellular mechanisms of action of this group of toxins and 
lead to the development of systems that allow us to continue similar studies without animals. 

The only effective means of preventing distress associated with the toxicological process 
would be to suppress the shock response, inhibiting the ability to determine if the toxin is 
clinically active and thereby negating the purpose of the experiment. Therefore, animals are 
not administered analgesics, tranquilizers, or other medical therapies to combat toxin effects. 
Instead, when loss of righting reflex occurs animals are euthanized. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific secion number (e.g., APHIS, 9 CFR 113.102) 

Agency; CFR; 
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This report Is rsqui'ed by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subset to penalties as provided for In Section 2150. 


See reverse side for 
additional infomnation. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 
e4-R-0040 


CUSTOMER NO. 
1097 


Interagency Report Control No 
OtSODOA-AN 


FORM APPROVED 
OMB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and AdOress, as registered with USDA, 
indude Zip Code) 

INHAUSEN RESEARCH INSTITUTE, INC. 

PMB 50»2601 S. LEMAY AVE..SUITE 7 
FORT COLLINS. CO 80525 
(970)22M090 


3. REPORTING FACILITY (UsI all locations where animals were housed or used in actual resaardi, testing, teecNng, or experimentation, or held for these purposes. Attach additional 
sheets If necessary.) 


FACILITY LOCATIONS('s«es; 


See Attached Listing 





REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets If necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfore Regulatians 


4. Dogs 


13. Other Animals 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use In 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet us^ for such 
purposes. 



C. Number of 
animals upon 
Mhich teaching, 
research, 
experiments, or 
tests were 
conducted 
invotving no 
pain, distress, or 
useofpain- 
rellaving drugs. 


2.10 
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D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted Invotving 
accompanying pain or 
distress to the animals 
and for vrtileh appropriate 
anesuhetie. analgesic, cr 
tranquilizing dnj^ were 
used. 

E. Number of animats upon which teaching, 
experiments, research, surgery or tests were 
conducted Invotving accompanying pain or distress 
to the animals and for which the use of appropriate 
aneslhetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An esmlanaUon of 
the procedures producing pain or distress In ttiese 
anfoiafs and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 
D«E) 
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ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, leaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal invesbgator has considered alternatives to painful procedures. 

3) This facility Is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summaiy of all the exceptions la attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary cars and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that tfie above Is true, conset, and complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) I DATE SIGNED 



APYfIS 

(AU 


(Replaces VS 


18-23 (Oct 88), Which is obsolete 


PART 1 - HEADQUARTERS 
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Column E Explanation 


Registration Number: 84-R-0040 

Number of animals used in this study: 23 

Species of animal in this study: Dog 

Explanation of the procedure producing pain and/or distress: 

A long lasting analgesic to be used in dogs is tested for efficacy using a surgical model. 
Female dogs received an ovariohysterectomy (spay). Surgeries were performed under 
general anesthetic. There are no alternatives to testing analgesics in the target animal. It 
is common for client owned animals that undergo surgery in clinical practices not to 
receive analgesics. In one study, 52% of male veterinarians and 36% of female 
veterinarians did not routinely administer any type of analgesia pre or post operatively to 
ovariohysterectomy patients and 32 % of males and 24 % of females did not administer 
analgesia to animals undergoing abdominal surgery other than ovariohysterectomy. In 
this study dogs that underwent abdominal surgery were placed in one of four groups. One 
group of animals received carprofen (a common post operative analgesic) according to 
package directions starting immediately prior to surgery. Two groups of dogs were given 
the test article (a novel analgesic) immediately prior to surgery. Each group received a 
different dose of test article. It is necessary to include a control group that did not receive 
any analgesics to establish the efficacy of the novel analgesic. If there was a failure to 
differentiate between treated groups, it could be attributed to a true lack of difference 
between treatments, or an insensitivity of the pain assessment scales. The inclusion of 
untreated controls will help differentiate any effects seen in the animals. All animals 
were evaluated frequently for pain levels, both by physical exams and by video 
monitoring. Any animal that may have received a pain score above acceptable level 
would receive morphine to alleviate the pain. This was done regardless of which group 
the animal was in. 



Column E Explanation 


Registration Number: 84-R-0040 

Number of animals used in this study: 26 

Species of animal in this study: Dog 

Explanation of the procedure producing pain and/or distress: 

These dogs were used to test the treatment of oral or topical treatments for flea allergic 
dermatitis (FAD). There were several groups which included animals treated with 
currently accepted treatments for FAD as well as experimental treatments and placebo 
control animals. It is necessary to use the host species for this type of study as there are 
no non animal models of the integrated immune and inflammatory function of a live 
animal. Untreated control animals are also necessary to determine the effect of the 
different test groups with the untreated animals. Dogs which have been sensitized to 
fleas were used by placing 20 fleas between the shoulder blades of each dog and allowing 
the fleas to burrow into the hair. The amount of reaction to the fleas was determined by 
frequent physical exam. Any animals, regardless of group, which developed excessive 
clinical signs caused by the fleas, such as open sores which require treatment with 
antibiotics, were treated immediately with appropriate insecticides to eliminate the flea 
infestation. The animal would also receive any other appropriate treatment necessary to 
eliminate clinical signs of FAD. 



This report is required by law (7 DSC 2143). Failure lo report according lo the regulalions can 
resuli'in an order lo cease anddesisi and lo be'Subjeci lo penallies as provided (or in Section 2150. 


See reverse side lor 
additional inloriTtation. 


Interagency Report Control No. 
0180-OOA-AN I 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


CONTINUATION SHEET FOR ANNUAL REPORT 
OF RESEARCH FACILITY 

( TYPE OR PRINT) 


1. REGISTRATION NO. 

1113 di-’R-OOSJ 


FORM APPROVED 
OMB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 

include Zip Code) 

IQ(2.X 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adUiilional sheets if necessary or use this iorm.J 


"I ^ — 

Animals Covered 

By The Animal 

Welfare Regulalions 

B. Number ol 
animals being 
bred, 
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held lor use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
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C Number ol 
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involving no 
' pain, distress, or 
use of pain- 
relieving drugs. 

Number of animals upon 
which experimenis. 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and loi which appropriate 
anesthetic, analgesic, or 
Iranquilizing drugs were 
used. 

E. Number ol animals upon which leaching, 
experimenis. research, surgery or tests were 
conducted involving accompanying pain or distress 
to (he animals and for which the use of appropriate 
anesthetic, analgesic, or iranquilizing drugs would 
have adversely affected Ihe procedures, results, or 
inlerpreialion ot Ihe leaching, research, 
experimenis, surgery, or tests. (An exp/anafton 0 / 
ihe procedures producing pain or distress in these 
animals and the reasons, such drugs ware r>ot used 
must be afiachsd to this report). 
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ASSURANCE STATEMENTS 


1) . Professionally accepiable standards governing the care, Irealmettl, and use of animals, including approriale use ol anesibetic, analgesic, and Iranquili 2 ing drugs, prior lo. during, 

and iollowing actual research, teaching, testing, surgery, or experimentation were lollowed by this research lacility. 

2) . Each principal invesligaiot has considered alternatives lo paintui procedures. 

3) . This tacilily is adhering to the standards and regulalions under the Act, and it has required that exceptions to the standards and regulalions be specified and explained by the 

principal invesligaior and approved by the Institutional Animal Care and Use Commiliee (lACUC). A summary ot all such exceptions is attached to this annual report, in 
addition to idenlilying the lACUC-approved exceptions, this summary includes a brief explanation ol the exceplidns, as well as Ihe species and number ot animals affected. 

4) . The attending veterinarian lor this research tacilily has appropriate aulhorliy to ensure Ihe provision ol adequate veterinary care and lo oversee the adequacy of other aspects oi 

animal care and use. 

CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(ChiefExecutive Officer or Legally Responsible Institutional Official) 

I certify that the above is true, correct, and complele (7 U.S.C. Section' 2143). 



SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 


APHIS FORM 7023A 
(AUO 91 ) 


NAME & TITLE OF C.EO. OR INSTITUTIONAL OFFICIAL (Type or Print) 


rav 3 0 2034 


St'AirtT 1 = iHEACStJiASTSnS 












Page 1 of 4 


ANNUAL REPORT OF ANIMALS USED BY GENESIS LABORATORIES, INC. 
DURING THE 12 MONTH PERIOD OCTOBER 1, 2003 TO SEPTEMBER 30, 2004 


HEADQUARTERS OF RESEARCH FACILITY 

FACILITY LOCATIONS 

GENESIS LABORATORIES, INC. 

10122 N. E. FRONTAGE ROAD 
WELLINGTON, COLORADO 80549 
Registration # 84-R-051 

GENESIS LABORATORIES, INC. 

10122 N. E. FRONTAGE ROAD 
WELLINGTON, COLORADO 80549 
Registration #: 84-R-051 


ANIMALS REPORTED IN COLUMN E 


Wild Norway Rat {Raitus norvegicus) 

Ninety-three (93) rats used are being reported in column E of the Annual Report. All animals 
used were used in studies testing rodenticides. USEPA, Federal Insecticide, Fui^icide, and 
Rodenticide Act (FIFRA), Pesticide Assessment Guideline Subdivision G, Section 96-10, 
Commensal Rodents, was foDowed during these procedures. FIFRA mandates that elBScacy data 
be generated to support label claims for rodent control. No anesthetics, analgesics, or 
tranquilizing drugs were used to relieve the pain. Animals displaying toxicosis were not 
euthanized- The USEPA policy on rodenticide testing (Attachment 1) forbids the use of pain- 
relieving drugs and premature euthanasia. Use of such drugs or procedures would negate the 
study. There are no alternatives available to this painful procedure. The only alternative to 
administration of a toxic product (which is intended to kill animals, and cause unavoidable pain in 
that process) is not to administer the toxic product. Poisonous substances cause tissue damage, 
which results in pain perception. One potential alternative is to develop products which create 
unconsciousness or analgesia prior to death. However, information is not yet available to design 
such products, which would be effective for rodent control. 

White-footed Mice (Perofnyscus leucopus) 

Fihy (50) mice used are being reported in column E of the Annual Report. The mice were used in 
studies testing systemic insecticides. USEPA, Federal Insecticide, Fungicide, and Rodenticide Act 
(FIFRA), Pesticide Assessment Guideline 1 .2 1 6 was adapted for this novel study. FIFRAmandates 
that efiBcacy data be generated to support label claims for products intended for public health 
applications. In these studies, which were designed to find the minimum effective dose which would 
kill ecto-parasites without harming the host (mouse), 28 animals died. The rest survived with no 
apparent pain or distress. For these product efficacy studies, no anesthetics, analgesics, or 
tranquilizing drugs were used to relieve pain. Animals were not euthanized. The USEPA policy on 
pesticide testing (Attachment 1) forbids the use of pain-relieving drugs and premature euthanasia. 
Use of such drugs or procedures would negate the study. There are no alternatives available to this 
painful procedure. 
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ATTACHMENT 1 


The following is an e-mail response from Dr. William Jacobs of the USEPA, explaining his 
agencies position on the use of pain-relieving drugs or premature euthanasia in pesticide efficacy 
studies involving rodents. The e-mail was in response to a request by John Baroch at Genesis 
Laboratories, to state in writing and clarify the agency policy. Genesis Laboratories had been 
asked by APHIS, in 2004, to provide more detailed information on why pain relievers were 
withheld and why death was used as an endpoint in pesticide eflicacy studies. 

July 6, 2004; 

i 

“The issue of euthanasia was not mentioned in the "current" version of 
the [Pesticide Assessment] Guidelines because it had not come into play with 
respect to efficacy testing protocols at that time. The Animal Welfare Act had 
been passed in the early 1970's, but there was common understanding that 
it was not to intrude upon the integrity of research. In efficacy 
studies involving toxicants, there must be a yes-or-no answer as to 
whether the poison killed the animal. 

The first instance that I remember encountering an efficacy protocol in 
which euthanasia was proposed happened in 1988. In that particular . 
case, it appeared that the researchers were so intent on addressing 
euthanasia that they completely forgot what the research was about. In 
the course of reviewing that protocol, I drafted a response the gist of 
which was that the nature of the research was such that it was 
absolutely necessary to determine whether the poison killed the animal, 
that animals that recovered from having been poisoned with the 
rodenticide in question were not only likely to be the founders of the 
rebounding population but also would be behoviorally resistant (i.e., 
bait shy) to any bait containing the compound used in the initial trial. 

(The compound in question was an acute rodenticide.) Those are 
extremely important things to know about a rodenticide. I may have 
added that evidence indicating that a rodenticide routinely causes 
suffering should be considered in determining its suitability for future 
research and use. 

I currently am revising the Guidelines and plan to address the issue of 
euthanasia much as I did in 1988, adding only that it would be 
permissible to euthanize seemingly moribund animals if not only the 
event of poison-caused death but also the time to death could be 
predicted with virtual certainty. This is a very tricl<y area, however. 

If we were to register a rodenticide based upon the results of 
laboratory and field trials in which eager-to-please personnel collected 
and dispatched every target rodent that they could get their hands on as 
soon as the animals appeared to be affected to any degree, we might wind 
up with a real turkey of a rodenticide on the market. A circumstance 


HOV 3 0 2004 



not quite so extreme but certainly affecting some of the results that 
were reported occurred a while back and was only discovered when one 
researcher decided to collect symptomatic animals and cage them to see 
whether they would recover or die. Many of them recovered. Ultimately, 
it was determined that the active ingredient concentration needed in 
baits was double that which was used in the original field testing. 

If I received a report of a laboratory efficacy trial in which it were 
stated that animals were "humanely dispatched", I would reject the study 
flat out. Percent mortality is the dependent variable in those trials. 
Adding additional causes of mortality would render the study useless as 
efficacy research 

In the case of the Genesis ground squirrel field trials to which you 
alluded, it seemed to me that field personnel may have been too eager to 
euthanatize animals. I recall a line in the report that said, in 
effect, that personnel dispatched every squirrel that they could catch 
but some "were able to slip down their burrows" (approximate quote) 
before they could be caught. Animals capable of slipping "down their 
burrows" would not seem to be moribund by anyone's definition, and I 
recall having responded to that. 

If it is decided that a candidate rodenticide causes so much pain that 
it should not be considered for further use, then animals on test should 
be euthanatized and the results should be written up, not so much as an 
efficacy study, but as research aborted for humane reasons. Apart from 
that, I see no proper role for analgesics in rodenticide research. 
Rodenticide efficacy trials basically are behavioral studies. The 
effects of the candidate compound must be assessed isolated from other 
factors which might distort the observations and, of course, the 
animal's viability and ability to make adaptive responses — such as 
slipping down a burrow. There is no way to sensibly use analgesics in 
field trials of rodenticide baits that would not be likely to interfere 
with behavior and viability. Even if the animals die after they "slip 
down their burrows", it is important that they are able to as where they 
die affects the determination of percent surface kill and the degree to 
which carcasses are available to nonfossorial scavengers and predators 
(such as avian raptors). 

When we attempt to impose human values on animals' circumstances, we 
risk deluding ourselves. In general, wild animals are all about 
survival and will do whatever it takes (even chewing off their own feet) 
to last as long as they can. (T ranquilizer tabs associated with 
leg-hold traps turned out to be a good idea because some animals were 
spared further, self-inflicted, injuries on top of what the traps did to 
them. That, however, is a really exceptional case; and one which does 
not involve a vertebrate pesticide.) There also has been some 



discussion of whether what appears to be distress is consciously 
perceived by the animal. Some of the older rodenticides produce 
symptoms which clearly look like distress, although humans exposed to 
the same compounds sometimes had little recollection of the experience. 
Some have suggested that anticoagulants, with their protracted times to 
death, ''must" be inhumane. However, some humans who have bled severely 
internally (for one reason or another) have reported little or no 
discomfort and sought help only because of other symptoms (e.g., 
lethargy, evidence of occult blood, loss of function, etc.).'' 
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- UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

( TYPE OR PRINT ) 


3. REPORTING FACILITY ( List all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ] 


FACILITY LOCATIONS { Sites ) - See Atached Listing 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023 aT 


A, 

Animals Covered 

By The Animal 
Welfare Regulations 

B . Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not yt 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use a 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, i 

teaching, research, 1 

surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involwng 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
produdng pain or distress in these animals and the reasc 
such drugs were not used must be attached to this report 

F. 

TOTAL NUMBER 
OF ANIMALS 
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C+D+E) 
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5. Cats 
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0 
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1 
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1 
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9. Non-human Primates 
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ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual rese; 
teaching, testing, surgery, or expenmentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and apf 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report In addition to identifying the lACUC-approved exceptions, this summary in> 
brief explanation of the exceptions, as well as the species and number of animats affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


SIGNATURE-OF C.E.O. OR INSTHtmiONALOFFICIAL 


NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print I ■ 


APHIS FORM 7023 (Replaces VS FORM 1 8-23 (OCT 88). which is obsolete.) 

( AUG 91 )- 


DATE SIGNED 




































This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an orcer to cease and desist and to be subject to penalties as provided for in Section 2150 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


See reverse side for 
additionai information. 


1. REGISTRATION NO. 
84-R-0059 


CUSTOMER NO. 
1834 


Intwagency Report Control No 
0180-DOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
indude Zip Code) 

UNIVERSITY OF COLORADO (HSC) 

4200 E. 9TH AVENUE. BOX A-095 
DENVER. CO 80262 
(303) 724-1057 


3. REPORTING FACILITY {List ail locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONSfs/fes) 


See Attached Listing 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


4. Dogs 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-Human Primates 


10. Sheep 


11. Pigs 


12. Other Farm Animals 


B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation ijf the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attadied to diis report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 
D-f E) 




59 

6 

98 

18 

5 

23 

147 

23 

170 




ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal Investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions Is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4 ) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) (DATE SIGNED 


FORM 18-23 (Oct 88), which Is obsolete 


11/25/03 

PART 1 - HEADQUARTERS 
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APHIS Form 7023 Site List 


The following sites have been reported by the facility. 


Registration Number: 84-R-0059 

Customer Number: 1834 

Facility: UNIVERSITY OF COLORADO (HSC) 

4200 E. 9TH AVENUE, BOX A-095 
DENVER, CO 80262 
(303) 724-1057 


UNIVERSITY OF COLORADO (HSC) 
4200 E. 9TH AVE. 

DENVER, CO 80220 


2 8 ?m 




CATEGORY E STUDIES 


1 . Sheep exposed to heat stress - 23 sheep 

Description of Procedures: 

Pregnant sheep are placed in an environmental chamber that cycles room 
temperature between 40-40.5 °C for 12-14 hours/day and 35 °C for the remainder of the 
day from day 33-35 of gestation until day 90-115. Humidity in the chamber is 45-50%. 
Animals are housed in standard cages with ad lib water and food. For safety, the heating 
system is equipped with an alarm and automatic cut-off system. 

Explanation of Reasons Why Pain- or Distress- Reliving Drugs Were Not Used: 

The procedure is designed to mimic a naturally occurring phenomenon, namely, 
pregnancy in hot climates where fetal intrauterine growth retardation is a common 
problem. The animals in the chamber under these conditions give no visual or clinical 
indication of stress. They eat and drink iionnally; their stool pattern is also iioriiial; and 
their wool continues to grow. The procedure does alter placental development, but since 
altered placental development is not known to be associated with pain or distress in any 
species, use of any drug or other treatments would be speculative and possibly 
problematic for fetal development. 


2. Rabbits exposed to bacteria infection - 6 rabbits 

Description of Procedures: 

This is a study of the effects of exposure to bacteria during the birth process. The 
goal of the protocol is to determine, after intra-cervical inoculation of pregnant rabbits 
with E. coli, G. vaginalis or B. bivius and treatment with antibiotics, the extent of tissue 
damage over time and whether therapeutic intervention with IL-la reduces fetal injury. 
Timed pregnant rabbits at 70% gestational age are anesthetized and inoculated intra- 
cervically with 10^ to 10"^ CFU E. coli, G. vaginalis or B. bivius. Some animals are 
treated with ampicillin sulbactam. At 1 to 7 days after inoculation, the animals are 
euthanized and the tissues evaluated. In another group, rabbits are given IL-lra or saline 
each day (iv; ear vein) for 5 hours each day. This study requires an iv drip for 5 
hours/day, therefore restraint is needed for the constant infusion. After consultation with 
the University Veterinarian, a wire rabbit box without neck restraint was chosen. The 
rabbits are gradually acclimated to this restraint over a 5 day time period. At 1, 3 and 5 
days, animal are euthanized and the tissues evaluated. 



Ex planation of Reasons Why Pain- or Distress- Reliving Drugs Were Not Used: 


It is important to understand the risk of maternal and newborn infection. It is 
therefore necessary to allow the experiment to continue until it can be determined 
whether or not the does and neonatal rabbits become infected by exposure to bacteria 
during the birth process. Antibiotics and IL-lra treatment given to mothers before 
delivery may be an effective treatment. The difference in outcome of animals given IL- 
Ira and those not treated is the focus of these studies. Drugs given to relieve any possible 
distress would mask the degree of infection and interfere with the immunoassays to be 
done, therefore none are given. 


3. Food restriction in pigs - 3 pigs 

Description of Procedures: 

The goal of the protocol is to provide hands on training for Board Certified 
Gastroenterologists and Gastroenterology Nurses in the technique of endoluminal 
gastroplication, a gastral endoscopic suturing teclmique. The pigs are placed on a pre- 
procedural food restriction for 48 hours where they are fed Jell-0 on day one and 
honey/water on day 2. The pigs are then anesthetized and the endoluminal gastroplication 
performed. The animals are euthanized by an anesthetic overdose at the end of the non- 
survival surgery. 

Explanation of Reasons Why Pain- or Distress- Reliving Drugs Were Not Used: 

Due to the highly technical nature of the endoluminal gastroplication procedure, 
proper training of Physicians and Nurses is required for optimal safety and efficacy of 
performing this procedure on human patients. The full 48 hour food restriction as 
described above is required to ensure that the stomach is completely clean for ease of 
visualization by the Physicians and Nurses learning the procedure. The procedure, 
endoluminal gastroplication, requires careful examination of the internal mucosal lining 
of the stomach. Thus, even a small amount of residual material inside the stomach is 
unacceptable because it interferes with proper visualization, and thereby impairs the 
trainee’s ability to learn how to perform this procedure. Alternative procedures to clean 
out the digestive tract are not acceptable since the mucosal lining becomes bloody, 
thereby decreasing visualization. 

4. Parkinsonian Syndrome in non-human primates - 5 monkeys (M. radiata) 

Description of Procedures: 

The Parkinsonian syndrome is induced when MPTP-HCL is infused into the 
carotid artery to produce a stable unilateral lesion in the monkey. A dose of 0.8 mg/kg 
MPTP-HCL dissolved in 50 cc of sterile normal saline infused into the carotid artery over 





20 minutes leads to unilateral dilation of the pupil and a weak arm and leg contralateral to 
the side of the lesion and sensory neglect on that side. The animals are infused at a rate of 
2 ml/minute using a 30 gauge needle with the infusion in the direction opposite the 
normal arterial blood flow. Analgesics are given to all animals for any post-operative 
pain. The result of the surgical procedure is a weak arm and leg and sensory neglect on 
the side opposite the lesion. (Water bottles are adjusted for this disability.) Thus, once 
monkeys have been lesioned, abilities such as locomotion, visual fields, grasping, 
climbing, etc. are impaired. In addition, the lesioned animals are sensitive to sound and 
have an enhanced startle response. After the lesioning procedure has produced the hemi- 
parkinsonian effect, each animal is assessed daily for any pain. L-dopa is given as needed 
to assist the animal in daily routine procedures. In addition, monkey’s food intake is 
carefully assessed and animals are hand fed if necessary until they have learned to adapt 
to their limitations. Daily fruit, sunflower seed, pomegranate seeds, peanuts, etc., are 
provided to occupy their foraging behavior. The post lesion state lasts about six to eight 
months. As the animals become more adept with their routine movements, more foraging 
materials and additional toys are introduced. 

Explanation of Reasons Why Pain- or Distress- Reliving Drugs Were Not Used: 

To study the effective treatment of Parkinson’s disease, an animal model of the 
disease is essential. There are currently no effective long-term treatments for this disease 
and therefore no way to completely eliminate the distress that may be associated with the 
physical limitations imposed by this disease. It is the goal of this study to test a treatment 
that may effectively cure the monkeys and, ultimately, human beings. 



EXCEPTIONS TO REGULATIONS 


The lACUC has approved an exception to the policy regarding multiple surgeries, 
specifically the placement of maternal and fetal catheters in sheep. The goal of the 
protocol is to determine how fetal glucose, amino acid and plasma insulin availability 
regulate fetal energy and amino acid metabolism and thereby lead to changes in fetal 
growth. For the 2-3 week chronic studies, an initial surgery is done to catheterize the 
mother’s femoral artery and vein. The catheters allow the Investigators to produce, by IV 
infusion, the necessary metabolic conditions (e.g. insulin-induced hypoglycemia; glucose 
induced hyperglycemia) and for arterial blood sampling. The fetus is too small to 
catheterize at this time, and maintaining patency of fetal catheters for more than 2 weeks 
is very difficult. Thus, a second surgery to place uterine and fetal catheters is done when 
the fetus is big enough and close enough to final study. The fetal catheters are then used 
for infusions in both hyperglycemic and hypoglycemic studies and for blood sampling. 
Within the last reporting period, ninety-four sheep have had multiple surgeries for 
placement of maternal and fetal catheters. 


The USDA Sector Supervisor has approved an exception to the policy regarding 
multiple survival surgeries, specifically multiple Cesarean sections in Bonnet monkeys 
(letter dated 6/29/94). There is currently a moratorium on the importation of Bonnet 
monkeys. Therefore, multiple surgeries will use the fewest possible number of a rare 
species. No multiple Cesarean sections were performed during this reporting period 
under this exception. Furthermore, no non-human primates received a Cesarean section 
in the past year. 



This report is required by iaw (7 USC 2143). Failure to report according to the regulations can 
result in an order ;o cease and desist and to be subject to penalties as provided for in Section 2150. 
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2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
Made Zv> Code) 

CANYON COLORADO EQUID SANCT. 

P.O. BOX 60639 
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3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 



See Attached Listing 


FACIUTY LOCATIONS(s4as) 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the. animals and for which the use of appropriate 
anesthetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C * 
D*E) 


4. Dogs 



13- Other Animals 


Grevy's Zebra 


Hartmann Zebra 

0 

Kul an 

0 

1 ASSURANCE STATEMENTS 


88 

1 

204 

30 

272 

3 



1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each prindpal Investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all tha exceptions is attached to this annual report, in 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, a nd complete (7 U.S.C . Section 21 43) 

L OFFICIAL I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) f DATE SIGNED 


11/24/03 


PART 1 - HEADQUARTERS 































This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order io cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 

85-R-0010 


CUSTOMER NO. 

1074 


Interagency Report Contrd No 
0180-DOA-AN I 


FORM APPROVED 
0MB NO. 0579-0036 


CONTINUATION SHEET FOR ANNUAL REPORT 
OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zp Code) 

CANYON COLORADO EQUID SANCT. 

P.O. BOX 60639 
COLORADO SPGS, CO 80960 
(719) 579-0707 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use this form.) 


B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 


Animals Covered 
By The Animal 
Welfare Regulations 


teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquiiizing drugs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analgesic, or tranquiiizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An e>planation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 


(Cols. C + 
O + E) 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquiiizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and It has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary indudes a brief explanation of the exceptions, as well as the spedes and number of animals affected. 

4) The attending veterinarian for this research fadllty has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OFIKE.O. OR INSTITUTIONAL OFFICIAL I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) I DATE SIGNED 


.1/24/03 


Q 91} 


(Replaces VS FORM 18-23 (Oct 88), which Is obsolete 






























This report is required by law (7 DSC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 
85-R-0014 


CUSTOMER NO. 
1076 


Interagency Report Control No 
Q180-DOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USOA, 
include Zip Code) 

UNIVERSITY OF NEW MEXICO 

HEALTH SCIENCE CENTER. ANIMAL RESOURCE 

FACILITY 

ALBUQUERQUE, NM 87131-5186 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 



FACILITY LOCATIONS^srfes; 


UNIVERSITY OF NEW MEXICO 
ALBUQUERQUE, NM 87131 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Aflacb additional sheets if necessary or use APHIS FORM 7Q23A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, at 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing dmgs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 
D* E) 


4. Dogs 




ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing dnjgs, prior to. during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each pnncipal Investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to Identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending vetennarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 
I certify that Die above is taie, correct, and complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 


DATE SIGNED 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


09/29/2003 


PART 1 - HEADQUARTERS 






































This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 

result in dn order to cease and desist and to be subject to penalties as provided for in Section 21 50. additional information. 01 80-DOA-AN 


UNITFO STATES DEPARTMENT OF AGRICULTURE 

ANIMa’l and plant HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

86-R-0006 1049 

FORM APPROVED 

OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Cade) 

ST. JOSEPH HOSPITAL & MEDICAL CENTER 

350 WEST THOMAS RD. 

PHOENIX, AZ 85013 
(602) 406-3000 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONS('s;fes1 


See Attached Listing 




REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. 

Animals Covered 

3y The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, , 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 

■ experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
ahesthetic,analgesic, or tranquilizihg drugs' would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

. D + E) 

4. Dogs 

0 

0 

5^7- 

0 

SI- 

5. Cats 



(Sr 

.1 

0 

(j,3 

6. Guinea Pigs 

o 

0 

O 

0 

o 

7. Hamsters 

0 

o 

o 

0 

o 

8. Rabbits 


0 


3 

0 


9. Non-Human Primates 

n 

1 

9 


0 

1 O 

10. Sheep 

O 

o 

C 

0 

0 

11. Pigs 

0 

Q 

22 

0 

22 


0 

O 

o 

0 
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13. Other Animals 


0 

n 

0 

0 
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1 ASSURANCE STATEMENTS 


1 TuiT 

] 

1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate us s 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facili 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, ahd it has required that exceptions to the s 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary c f 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptic n 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate 
aspects of animal care and use. 
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CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTlQj^AL OFFICIAl^ ^ 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Tvoe or Print) 

DATE SIGNED 

/l/p-f-kj 


APHIS FOR1V1..7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolete 


PART 1 - HEADQUARTERS 





























APHIS Form 7023 Site List 


The following sites have been reported by the facility. 


Registration Number; 86-R-0006 

Customer Number: 1049 

Facility: ST. JOSEPH HOSPITAL & MEDICAL CENTER 

350 WEST THOMAS RD. 

PHOENIX, AZ 85013 
(602) 406-3000 


BARROW NEUROLOGICAL INSTITUTE 
350 WEST THOMAS RD. 

PHOENIX. AZ 85013 



St. Joseph's Hospital and Medical Center 
Barrow Neurological Institute 
Phoenix, Arizona 85013 
Registration No. 86-R-006 
FY-2001 

lACUC-approved exceptions to regulations and standards. 

Two exceptions to regulations were approved by the Institutional Animal Care and Use 
Committee at St. Joseph's Hospital. 

The first exception is the schedule for providing food to cats. As part of three lACUC-approved 
protocols that involve behavioral experiments, the provision of food to cats is restricted to one 
session each day in the laboratory. Food is provided as a positive reinforcement to obtain the 
behavior under study. At the end of each session, the animals are allowed to eat to satiation. 

Ten animals have been used in these protocols during the current reporting period. 

The second exception is the schedule for providing water to rhesus monkeys. As part of an 
lACUC-approved protocol that involves behavioral experiments, the provision of water to rhesus 
monkeys is restricted to one session each day in the laboratory. Water is provided as a positive 
reinforcement to obtain the behavior under study. At the end of each session, the animals are 
allowed to drink to satiation. One animal has been used in this protocol during the current 
reporting period. 



UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. CERTIFICATE NUMBER; 86-R-0031 

CUSTOMER NUMBER: 1698 

FORM APPROVED 

OMB NO. 0579-0036 


Sun Health Research Institute 


ANNUAL REPORT OF RESEARCH FACILITY 

10515 W. Sante Fe Dr. 


(TYPE OR PRINT) 

Sun City, AZ 85351 


• 

Telephone: (623) -876-5328 



3. REPORTING FACILITY ( Lisi all locations where animals were housed or used in actual research, testing, or experimentation, or held for these purposes. Attach additional sheets if necessary ) 


FACILIPl' LOCATIONS ( Sites ) - See Atached Listing 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ( Attach additional sheets if necessary or use APHIS Form 7023A ) 


A. 

Animals Covered 

By The Animal 
Welfare Regulations 

B. Number of animal 
being bred, 
conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not ye 
used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no pain, 
distress, or use o 
pain-relieving 
drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals an 
for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, experiments, 
research, surgery or tests were conducted involving 
accompanying pain or distress to the animals and for wh 
the use of appropriate anesthetic, analgesic, or tranquiliz 
drugs would have adversely affected the procedures, res 
or interpretation of the teaching, research, experiments, 
surgery, or tests. ( An explanation of the procedures 
producing pain or distress in these animals and the reasc 
such drugs were not used must be attached to this repon 

F. 

TOTAL NUMBER 
OF ANIMALS 

( COLUMNS 
C+D+E) 

1 

! 

4. Dogs 





P 

5. Cats 





0 

6. Guinea Pigs 





0 

7. Hamsters 





0 

8. Rabbits 

12 . 




15 ^ 

9. Non-human Primates 


1 
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1 0. Sheep 
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11. Pigs 
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1 2. Other Farm Animals 





n 




1 
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1 3. Other Animals 
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o 




1 

1 

1 
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' 



1 







1 



ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anestetic, analgesic, and tranquilizing drugs, prior to, during, and following actual reset 
teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the principal investigator and app 
Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In addition to identifying the lACUC-approved exceptions, this summary in' 
brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
( Chief Executive Officer or Legally Responsible Institutional Official ) 


NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ( Type or Print ) 

DATE ^NED 


7 


APHIS FORM 7023 
(AUG 91 ) 


(Replaces VS FORM 


(OCT 88), which is obsolete.) 



Tills report is required 'by law (7 USC 2143). Failure to report according to the regulations can 
re!;ult in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 
91-R-0006 


CUSTOMER NO. 
1018 


u ' / f c'Y ,/ 
Interagency Report Control No 
01fiO'OOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
mdude Zip Code) 

BATTELLE MEM. INST., RICHLAND SITE 
P. O. BOX 999. (MSIN P7-52) 

RICHLAND, WA 99352 


3. REPORTING FACILITY (List all locations where animate were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONStteates) 


BATTELLE MEM. INST., RICHLAND SITE 
RICHLAND. WA 99352 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets f necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 

D. Number of animate upon 

E. Number of animals upon which teaching. 

F. 

animals upon 

which experiments. 

experiments, research, surgery or tests were 


which teaching, 

teaching, research. 

conducted involving accompanying pain or distress 

TOTAL NO. 

research. 

surgery, or tests were 

to the animals and for which the use of appropriate 

OF ANIMALS 

experiments, or 

conducted involving 

anesthetic,anatgesic, or tranquilizing drugs would 


tests were 

accompanying pain or 

have adversely affected the procedures, results, or 

(Cols. C * 

conducted 

distress to the animals 

interpretation of the teaching, research. 

D«E) 

involving no 

and for which appropriate 

expehments, surgery, or tests. (An explanation of 


pain, distress, or 

anesthetic, analgesic, or 

the pmcedures producing pain or distress in these 


use of pain- 

tranquilizing drugs were 

animals and the reasons such drugs were not used 


relieving drugs. 

used. 

must be attached to this report 



4. Dogs 




1 

1 

45 

45 

16 

16 


13. Other Animals 


Bushytail Woodrat 


Deer Mouse 


GB Pocket Mouse 


ASSURANCE STATEMENTS 


t) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary Includes a brief explanation of the excepOons. as well as the species and number of animals Reeled. 

4 ) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

11/24/2003 
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(Replaces VS FORM 18>23 (Oct 88), which Is obsolsts 
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This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


CONTINUATION SHEET FOR ANNUAL REPORT 
OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 
91-R-0(X)6 


CUSTOMER NO. 

1018 


Interagency Report Control No 
Oiao-DOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 
indude Zip Code) 

BATTELLE MEM. INST., RICHLAND SITE 
P. 0. BOX 999, (MSIN P7-52) 

RICHLAND, WA 99352 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets If necessary or use this form.) 


Animals Covered 
By The Animal 
Welfare Regulations 


Number of 

C. Number of 

D. Number of animals upon 

E. Number of animals upon which teaching, 

F. 

animals being 

animals upon 

which experiments. 

experiments, research, surgery or tests were 


bred. 

which teaching, 

teaching, research, 

conducted involving accompanying pain or distress 

TOTAL NO. 

conditioned, or 

research, 

surgery, or tests were 

to the animals and for which the use of appropriate 

OF ANIMALS 

held for use in 

experiments, or 

conducted invoiving 

anesthetic,analge5lc, or tranquilizing drugs would 


teaching, testing. 

tests were 

accompanying pain or 

have advarsely affected the procedures, results, or 

(Cols. C + 

experiments. 

conducted 

distress to the animals 

interpretation of the teaching, research. 

O^E) 

research, or 

involving no 

and for which appropriate 

experiments, surgery, or tests. (An explanation of 


surgery but not 

pain, distress, or 

anesthetic, analgesic, or 

the procedures producing pain or distress in these 


yet used for such 

use of pain- 

tranquilizing drugs were 

animals and We reasons such drugs were not used 


purposes. 

reiieving drugs. 

used. 

must be attached to this report) 



Mountain Cottontail 


West. Harvest Mouse 




ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranqutlizing drugs, prior to. during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A eummary of all the oxeeptlone la attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research fadlity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type orPrintj I DATE SIGNED 


APHIS FORM 7023A 
(AUG 91) 


(Replaces VS FORM 18>23 (Oct S8), which is obsolete 


11/24/2003 


PART 1 • HEADQUARTERS 






















1 . Registration Number: 91 -R-0006 / 1 01 8 


2/3. Species (common name) & Number of animals used in this study: 

Bushytail Woodrat (1) Deer Mouse (45) 

GB Pocket Mouse (16) Mountain Cottontail (7) 

West. Harvest Mouse (3) Mule Deer (2) 

4. Explain the procedure producing pain and/or distress. 

All animals were collected under permit with Washington State Department of Fish and Wildlife as part of the Hanford Site 
Environmental Surveillance Program. These animals are collected to assess potential ecological effects of Hanford Site 
operations. Rodents and rabbits are collected with live traps (Sherman or Have-a<Heart traps). The bushytail woodt^t 
was inadvertently trapped and released. Both trapping and handling of the woodrat before release was distressful. The 
deer mice (45 total) were both euthanized (n = 32) and trapped and released (n = 13). Sacrificed deer mice were 
euthanized by cervical dislocation. Both trapping and handling of mice before euthanasia is distressful to the animals. 

The Great Basin pocket mice were trapped and euthanized (cervical dislocation) for contaminant analysis. Both trapping 
and handling of mice before euthanasia is distressful to the animals. The cottontail rabbits were trapped and euthanized 
with a shot (22 cal. bird shot) behind the ear. Trapping of cottontails is distressful, both when the animal is initially trapped 
and when field technicians arrive to sample the animal. Euthanasia by shooting the animals while in the trap minimizes 
distress and provides a rapid and precise method of euthanasia. Other methods of euthanasia (penetrating captive bolt, 
administration of bartibuates, decapitation) require additional handling of the animals that increases distress. Shooting 
the animals while in the trap reduces handling stress, is quicker that other methods results (thereby reducing the time the 
animal is distressed), is quick (practically instantaneous) and minimizes pain. The western harvest mouse were trapped 
and euthanized (cervical dislocation) for contaminant analysis. Both trapping and handling of mice before euthanasia is 
distressful to the animals. The mule deer were shot and the animals likely experienced some pain and distress prior to 
death and sample tissue collection. Deer were shot and dispatched as quickly as possible by a shot to the head if 
necessary. Ninety-five percent of the time, deer are quickly dispatched with a single shot and pain and distress is 
minimized. The use of tranquilizers was considered and has been used in the pass for studies where deer were not 
sacrificed. There is an associated risk of the animals injuring themselves before the tranquilizer takes hold or of the 
animals entering the Columbia River and drowning. Tranquilized deer remain conscious longer than deer dispatched by 
gun and may experience more fear and stress before the tranquilizing drugs take effect than if shot by gun. Tranquilizing 
deer with dart guns is ineffective from the ground because it is difficult to get within range for an accurate shot in the open 
terrain at Hanford. Shooting from helicopters exposes sample collection staff to unnecessary risk of an accident and adds 
additional stress to the deer during the activity as they run from the helicopter as well as stressing other deer that may be 
present. Hunting is only done if the deer samples identified for the sample year can not be obtained from road kills. 
Overall, additional steps to apply pre-sampling anesthesia prior to either 1 ) the collection of field data or 2) sacrificing the 
animals for contaminant analysis would create more stress to the animals than the methods presently used. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

These are field collected samples of wildlife to measure potential ecological impacts of operations at the Hanford Site and 
every attempt is made to minimize pain, stress and discomfort during the collection process. All wildlife samples are 
collected under permits with Washington Department of Fish and Wildlife and U.S. Fish and Wildlife reveiw. Sample 
collection staff were trained by the lACUC Attending Veterinarian on the proper procedure for cervical dislocation of mice. 
Consideration was given to adopting additional steps to apply pre-sampling anesthesia prior to either 1) the collection of 
field data from trapped animals, or 2) sacrificing the animals for contaminant analysis. In both cases, this additional step 
would create more stress to the animals than the methods presently used. 

6. What, if any, federal regulations require Uiis procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

Agency: None. CFR: 


Approval Status: 
Approved/Disapproved By: 
Date: 


Disapproved Reason: 



This report is required by law (7 DSC 2143). Failure to report according to the regulations can See reverse side for Interagency Report ConW No 

result4n an orderto cease and desist and to be sutqect to penalties as provided for in Section 2150. additional information. 0180-DOA-AN 
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92-R-0001 1046 
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OREGON HEALTH & SCIENCE^ UNIV. 
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A. 
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By The Animal 
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E. Number of animals upon which teaching, 
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anes1hetic,analgesic. or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation cX the teaching, research, 
experiments, surgery, or tests. (Ar\ explenation of 
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32 
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24 
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7. Hamsters 
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8. Rabbits 
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9. Non-Human Primates 
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988 


1696 

10. Sheep 



269 


269 

11. Pigs 



358 


358 

12. Other Farm Animals 
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1 ASSURANCE STATEMENTS | 


1} Professionally acceptable standards governing the care, treatment and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 


3) This fadlity is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Irrstitutional Animal Care and Use Committee (lACUC). A summary of all the exceptions Is attached to this annual raport In 
addition to identifying the lACUC-approved exceptiorrs, this summary includes a brief explanation of the exceptions, as well as the species and number of animats sifFected. 


4 ) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


SIGNATURE-OF C.E.O. OR INSTITUTIONAL OFFICIAL 


NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 


DATE SIGNED 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which is obsolets 


PART 1 - HEADQUARTERS 




Annual Report of Research Facility 
Reference: APHIS Form 7023 


Oregon Health Sciences University 

Main Campus 

3 1 80 SW Sam Jackson Park Road 

Portland, OR 97239 

Certificate Number: 92-R-OOOl 

The OHSU main-campus lACUC has approved the following exceptions (10/1/2002-9/30/2003): 

1 . One protocol was approved allowing the housing of rabbits for up to 48 hours in primary enclosures that 
do not allow them to turn around during a period of data collection. The enclosures do allow the rabbits 
to make most other postural adjustments with adequate freedom of movement. The rabbits are removed 
every 8 hours and allowed to eat and drink as much as they want during a thirty-minute period. These 
thirty minute feeding and drinking breaks have been shown to be adequate to maintain body weight. The 
lACUC accepted scientific justification that this level of restraint is necessary for proper collection of 
data on these projects. 1 1 rabbits were affected by this exception. 

2. Five protocols were approved allowing investigators to withhold food from sheep for 24 hours prior to 
surgery. The lACUC accepted scientific justification that ruminants have fewer intra operative 
complications when fasted for 24 hours. 70 sheep were affected by this exception. 

3. Two protocols were approved allowing the housing of sheep for up to three weeks in stanchions that do 
not allow them to turn around. The sheep are allowed free access to food and water and are able to stand 
or lie down. The lACUC accepted scientific justification that this restraint is required to allow 
withdrawal and infusion of fluids through implanted catheters, continuous monitoring of coronary blood 
flow, and to prevent the sheep from nibbling at the catheters. 27 sheep were affected by this exception. 

4. One protocol was approved allowing microswine to be housed for 48 hours in metabolic cages that do 
not provide the square footage of floor area recommended by the Guide. The metabolic cages are 3 ft by 
4 ft and allow the pigs to lie down. The pigs are provided food and water and the cages are cleaned daily. 
The lACUC accepted justification that the pigs need to be housed in the metabolic cages to allow for 
collection of urine to determine urinary sodium excretion, metabolic sodium and water balance in a 
microswine model of hypertension following intrauterine growth retardation. No pigs were affects by 
this exception. 

5. Two protocols were approved allowing multiple major survival surgery in rabbits. The rabbits undergo a 
laporatomy to implant catheters in the abdominal aorta and vena cava. The rabbits are then allowed to 
recover for two weeks before a thoracotomy is performed to place an ascending aortic flow probe to 
measure cardiac output. The lACUC accepted justification that the multiple surgeries were necessary to 
improve survival rates for the complicated surgeries. 6 rabbits were affected by this exception. 

6. One protocol was approved allowing nonhuman primates to be housed in individual cages, which do not 
permit contact with neighboring caged animals. This study involved developing an animal model for 
Simian Varicella virus (SVV) infection. The lACUC accepted scientific justification that individually 
housing animals was necessary in order to establish the efficiency of infection and follow the course of 
disease. Furthermore, housing these animals individually would prevent the transmission of SVV unless 
the design called for joint housing to attempt natural exposure. 3 animals were affected by this 
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exception. Pair housing was attempted for 2 of the animals. These animals were found to be 
incompatible. Grooming contact bars were used instead. The animals had visual, auditory and physical 
contact with one another. One animal could not be paired. This animal was housed in the same room as 
the other 2 animals. A mirror was provided so that he would have visual contact with the other monkeys. 
He was also able to smell and hear them. Positive interaction with caretakers on a daily basis was 
provided for all three monkeys used in this study. 
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Oregon Health and Science University 
Oregon Regional Primate Research Center 
APHIS Form 7023 


Summary of exceptions to the AWA standards and regulations approved by the lACUC October 

1 , 2002 through September 30, 2003. 

1 . The lACUC granted exceptions for 2 projects to the AWA standard that nonhuman 
primates be housed so that they are able to see conspedfics for female rhesus 
macaques assigned to a specific project. Introduction of new animals to a room can 
cause stress and alter experimental results. To allow for a smoother introduction period, 
if a new animal displays consistent signs of stress it is positioned in a way that disallows 
visual contact with conspedfics, but allows for vocalization. This exception involved four 
animals for 2 days duration each. The involved animals were significantly calmer with the 
alteration provided by this exception. The animals were monitored for abnormal behavior 
and were provided positive interaction frequently each day by animal care and project 
staff. Project staff worked closely with the Center’s Psychological Well Being-Center’s 
staff to insure the well being of these animals. Continual environmental enrichment was 
provided. 

2. The lACUC granted an exception to the AWA standard that nonhuman primates be 
housed so that they are able to see conspedfics for male rhesus macaques assigned to 
the time-mated breeding colony. This was considered appropriate for veterinary health 
and psychological well-being considerations. Twelve adult rhesus macaque males are 
used to serve approximately 135 adult rhesus macaque females assigned to the time- 
mated breeding colony. Males are housed with the females approximately 12 days each 
month. These males are housed in cages that face a wall that has no cages on it. 

When the adult males are housed across from other males and females, it creates an 
increased amount of stress for all monkeys in the room due to the males threatening 
others vocally and by shaking their cages. The Center’s Psychological Well-Being staff 
monitored for signs of abnormal behavior and provided ongoing environmental 
enrichment. TTiere is frequent positive interaction provided by the animal care staff daily. 
This exception produces a calmer environment in the 2 rooms where these males reside. 

3. The lACUC granted an exception to the AWA standard that nonhuman primates be 
housed so that they are able to see conspecfics for paired female rhesus macaques in 
the time-mated breeding program. This exception involved 30 female rhesus macaques 
housed in locations which do not allow immediate direct visualization of conspedfics for 
up to 3 continuous days for an average of 3-4 times per year while their cage mate is 
removed for breeding. These are usually relatively timid animals that become stressed 
when visually exposed to strange animals. They often have their own infants to care for, 
receive continued environmental enrichment, are monitored for signs of abnonrial 
behavior by the Center’s Psychological Well-Being staff, and are provided with positive 
interaction with animal care staff daily. 

4. The lACUC granted an exception to allow some female rhesus macaques to be briefly 
housed in a location which did not allow Immediate direct visualization of conspedfics. 
Due to building design features, management, or facility maintenance requirements 
some monkeys may not be able to see conspedfics for limited periods of time. For 
example, females which receive top priority for being paired are frequently the more timid 
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females. A compatible pairing with another timid female produces a dramatic increase in 
confidence in each partner, however, these paired animals do well living facing the walls, 
rather than facing a number of more aggressive animdis. Monkeys living with visual 
access to each other typically establish dominance hierarchies similar to those found in a 
troop. If a monkey, who lost its compatible cage mate were to be immediately moved 
into a location where it could see other unfamiliar animals, it would suffer two negative 
psychological impacts simultaneously; 1) having lost its compatible cage mate, a 
recognized stress factor, and 2) being suddenly faced with strange monkeys, some of 
whom may present hostile and aggressive signals to the newcomer. Adequate time is 
necessary to identify a new potential cage partner and appropriately introduce and 
socialize the new pair to each other. 

5. The lACUC granted an exception to the AWA standard that nonhuman primates be 
housed in specific cage sizes. This exception request involved 23 juvenile rhesus 
macaques housed in a nursery group cage where the surface dimension Is under size 
but is taller than the standard height. Up to 6 animals aie housed together at a time and 
are representative of the larger end size of group 1 weight category and smaller end size 
of group 2 weight category. The cage is 14.25 sq. ft. at the base, 67 inches in height and 
has an interior volume of 79.5 cubic ft. The standard size required for 6 animals of group 
2 weight category is 18 sq. ft. and 30 inches tall which yields an interior volume of 45 
cubic ft. The cage base reduction is deemed mitigated by the positive environmental 
enrichment provided and the expanded vertical movement capability. The grouping of 
young animals provides for better socialization. Furnishing the upper portions of the 
cage with dendritic branches, suspended perches and hanging toys improves opportunity 
for exercise. The nursery is staffed more intensively than other alternate areas for which 
the young animals of concern could be caged allowing for a closer monitoring of their 
condition. 

6. The lACUC granted five project exceptions to the AWA standard that nonhuman 
primates be housed in specific cage sizes. These involved the reduction of cage space 
from 4.3 sq. ft. to 4.0 sq.ft, for group 3 weight category adult female rhesus macaques 
and from 8.0 sq. ft. to 6.0 sq. ft. for group 5 weight category adult male rhesus 
macaques. The 22 monkeys involved, were instrumented by tethered vascular catheters 
and/or leads. The animals are fitted and adapted to vests, allowed full range of motion 
and able to stand up, lie down and move about the cage. The reduction in cage size is 
deemed necessary to protect the chronic capability of sampling from the animal and to 
preserve and protect the integrity of the instrumentation which when combined ultimately 
avails improved data for scientific research. The animals are monitored by animal care 
providers, project staff and by the Center’s Psychological Well-Being staff. The 
alternative to continuous sampling by tethered instrumentation would entail frequent 
anesthesia that could have negative impact on the animal’s condition as well as the 
quality of the data itself 

7. The lACUC granted a project an exception to the AWA standard for cage size to allow for 
pairing of adult female rhesus macaques up to 1 1 .7 kg in weight (group 4, > 10 kg) in 4.3 
sq. ft. tandem cages. This is a 4 year project and pairing of animals will allow for 
enhancement of their psychological well-being. Pair caging larger than tandem 4.3 sq. ft. 
is not possible in these project locations. There were 2 monkeys tangential to this 
exception. Most of these were a fraction of a kg over 10.0 kg. The involved animals were 
put on a gradual weight reduction program, given food treat motivators such as peanuts 
and raisins in place of high sugar treats, separated by cage slides at feeding time when 
appropriate and were monitored to target management needs to maintain theirweights 
below 10.0 kg. At the end of the reporting period 1 animals remained over 10 kg. 
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8. The lACUC granted exception to the AWA standard for cage size to allow caging of up to 
6 adult male rhesus macaques of group 4 weight category (between 10-1 5kg) into group 
3 weight category, 4.3 sq. ft. cages for up to 14 days. This allowed placement of animals 
in side by side cages with mesh screens to avail a familiarization period prior to the 
placement of these males into a group housing environment. This action helped to 
reduce aggressive trauma that can happen when males are placed in group housing with 
unfettered contact of each other. The only cages available for this arrangement are 
group 3 weight category, 4.3 sq. ft. cages. Three animals were tangential to this 
exception during the reporting period. These animals were monitored by the Center’s 
Psychological Well-Being and Animal Husbandry staff upon their placement In the 
aforementioned cages for symptoms of stress. No animals had to be returned to their 
home cage. 

9. The lACUC granted 2 projects an exception to the AWA standards for cage size to allow 
for group 5 category adult male rhesus macaques (up to 25 Kg) to be housed temporarily 
in Group 4, 6.0 sq. ft. by 32 Inch high caging. This exception was granted to allow 
consolidation of project animals into a central area that allowed for diet and protocol 
activity to be uniform. All animals Involved were within 2 Kg or less of the Group 4 
category (up to 1 5 Kg). One project involved 2 animals for a two week period and the 
other project involved 4 animals for variable durations up to 4 months. At the end ofthe 
reporting period, alterations were completed so that all animals were housed in 
appropriate size caging. All monkeys were monitored multiple times daily by the Centers 
Clinical, Psychological Well-Being and the individual project laboratory staff for evidence 
of abnormal health conditions. 

10. The lACUC granted a project an exception to the AWA standards regarding feeding so 
that 25 adult rhesus macaques could be fed a 30% caloric reduced diet. This regime 
and most ofthe monkeys assigned to it, are part of an ongoing caloric restricted study 
that originated over a decade ago at the National Institute of Aging facility in Poolsville, 
Maryland. Newly assigned monkeys to the 30% caloric reduced diet will have their diet 
calorie content gradually reduced over a 2 month period. This diet has the same 
composition of protein, carbohydrates and fat as standard monkey chow but in order to 
insure adequate administration of vitamins and minerals with a reduced volume fed, the 
vitamins and minerals have been enriched. Treats and food motivators consisting of but 
not limited to fruit, vegetables, unsalted crackers and frozen treats will be given daily. All 
monkeys will be monitored 3 times daily for behavioral deviations, excrement production 
and for the quantity of food consumed. If monkeys spontaneously decrease their food 
intake or body weight by more than 30% of their initial baseline levels, veterinary services 
will be summoned. In addition to possible veterinary prescribed procedures, diet 
alterations may include the feeding of a highly palatable caloric rich substance or 
supplementation by enteral administration. 

1 1 . The lACUC granted the Time Mated Breeding program an exception to the AWA 
standards for allowed number of research directed major survival surgeries for adult 
female rhesus macaques. Availability of rhesus macaques that cycle well and provide 
consistent pregnancies is extremely limited at NIH supported research facilities. 

Allowance for the increase to a total of 4 major survival surgeries (hysterotomies) on up 
to 2 different projects will expand the capability of reproductive studies and refine the 
efficient use of this limited nonhuman primate resource. Within the reporting period, 31 
animals were tangential to the exception. The current exception approval was granted 
by Chester A. Gibson, Acting Deputy Administer, Animal Care, USDA for a period from 
March 1 , 2002 to February 28, 2005 for up to 100 animals. A total of 47 animals are 


KOV 1 9 



tangential within this current exception time frame. The exception canies the following 
requirements: 

1) All animals under this exemption must be permanently identified. 

2) Complete health records must be maintained on each animal. These must include the 
name of any medication administered, as well as the dose, route and frequency/time of 
administration and a description of any complications that may arise. Health records 
must accompany the animals used in this study to any future studies. 

3) The time between hysterotomies for catheter/electrode placement and fetus/tissue 
collection must be maximized to the extent permitted by the experimental design. The 
time between sets of hysterotomies will be no less then 6 months. 

4) Appropriate post-operative analgesia is described; it is suggested that consideration 
be given to intra-operative or other pre-emptive analgesic administration. 

5) An annual lACUC evaluation of this exemption is required; including an assessment of 
the animals as well as the effectiveness and soundness of the methods and procedures 
used on them. Particular attention should be paid to the procedures used to minimize 
pain and distress. This information must be included in the lACUC reports required 
under Section 2.35(a)(1). 

6) The subject animals must not undergo any other major survival surgery unless justified 
in accordance with 9 CFR, Part 2, Section 2.31 (d)(x)(C). 

The lACUC granted an exception to the AWA standards for allowed number of research 
directed major survival surgeries for nonhuman primates for a specific project. This 
exception allows up to 20 adult female rhesus macaques per year for 3 years, that have 
had major survival surgery on a previous project to receive one additional major survival 
surgery on the exception granted project. The project requires that normal cycling 
females be ovariectomized. This creates a competition of use with reproductive studies 
that are limited presently due to the depressed existing quantity and the difficult 
acquisition of normal cycling rhesus macaques. Allowing the initial use of normal cycling 
monkeys to be assigned to reproductive studies especially protocols that end with an 
ovariectomy prior to use on the exception granted project, would enhance the efficient 
use of this limited nonhuman primate resource. One animal was tangential to this 
exception during this report period. This exception was approved by W. Ron DeHaven, 
Deputy Administrator, Animal Care, USDA, for the period August 1, 2001 to July 31, 2004 
with the following requirements: 

1) All animals must be permanently identified. 

2) Complete health records must be maintained on each animal. These must include the 
name of any medication administered, as well as the dose, route and time of 
administration. 

3) The second major survival operative procedure will be performed no sooner than four 
months after the ovariectomy. Appropriate perioperative analgesia must be provided to 
the animals as directed by your attending veterinarian, and it is suggested that you 
carefully consider administration of analgesics pre-emptively. 

4) An annual lACUC evaluation of the exemption is required; including an assessment of 
the animals as well as the effectiveness and soundness of the methods and procedures 
used on them. Particular attention should be paid to the procedures used to minimize 
pain and distress. This information must be included in the lACUC reports required 
under Section 2.35(a)(1). 

The lACUC granted an exception to the AWA standards for allowed number of research 
directed major survival surgeries for nonhuman primates for a specific project. This 
exception allows for up to 3 additional laparotomies to be performed on up to 1 1 adult 
female rhesus macaques. The aim of a portion of the protocol is to perform laparoscopic 
surgery to harvest targeted ovarian tissue. Some of the assigned animals have had prior 



major surgery and adhesions may negate the abilities to harvest tissue by laparoscopic 
surgical methods. Procurement of tissue would then necessitate a laparotomy. Three 
separate surgeries for tissue sampling are planned for each animal. This is a long term 
study that contains some animals that are age matched controls and others that are 
caloric restricted and all have well-defined reproductive histories. As a resource these 
animals are extremely rare and valuable and like substitution is not possible. Forthis 
reporting period, no animals were tangential to this exception. This exception was 
approved by Chester A. Gibson, Acting Deputy Administrator, Animal Care, USDA, for 
the period April 1 , 2002, to March 31 , 2005 with the following exceptions: 

1) All animals must be permanently identified. 

2) Complete health records must be maintained on each animal. These must include the 
name of any medication administered, as well as the dose, route and frequency/time of 
administration and a description of any complications that may arise. Health records 
must accompany the animals used in this study to any future studies. 

3) The time between laparotomies will be no less then 2 months. 

4) Appropriate post-operative analgesia is described; it is suggested that consideration 
be given to intra-operative or other pre-emptive analgesic administration. 

5) An annual lACUC evaluation of this exemption is required; including an assessment of 
the animals as well as the effectiveness and soundness of the methods and procedures 
used on them. Particular attention should be paid to the procedures used to minimize 
pain and distress. This information must be included in the lACUC reports required 
under Section 2.35(a)(1). 

6) The subject animals must not undergo any other major survival surgery unless justified 
in accordance with 9 CFR, Part 2, Section 2.31(d)(x)(C). 
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APHIS Form 7023 Site List 


The following sites have been reported by the facility. 


Registration Number; 
Customer Number- 
Facility; 


92-R-0001 

1046 

OREGON HEALTH & SCIENCE UNIVERSITY 
3181 SW SAM JACKSON PARK RD. . #L335 
PORTLAND, OR 97239 
(503) 494-4460 


A. Comparative Medicine - MRBA/ollum Institute/CROET 
3181 SW Sam Jackson Park Rd. 

Portland, OR 97239 

B. Casey Eye Institute 

3181 SW Sam Jackson Park Rd. 

Portland, OR 97239 

C. Hatfield Research Center 

3181 SW Sam Jackson Park Rd. 

Portland, OR 97239 

D. Oregon National Primate Research Center 
505NW 185“'Ave. 

Beaverton, OR 97006 

E. Neurological Sciences InstituteA/accine & Gene Therapy Inst. 
505NW185“'Ave. 

Beaverton, OR 97006 
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rer-uii in an order 10 cease sod desist and to te subject lo penalties as provided for m Seaion 2150. 
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t ? NQh-Human Prirnates 
' 
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! '2 Other Farm Animals 
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j ASSUP-ANCE statements 




: ^ ~ ; 



1 1 ^*roi»ss»or.aiiy acc«oiaoi« siandafUS governing the care, irealrneni. ana use of animals, including appropriate use of anesiheiic. analgesic, and iranquiUzing drugs, prior 
sno *o*vow.ng acual research, teaching, lesimg. surgery, or experimentation were followeP Py this research facility 


during. 


2) Eac^ principal investigator has considered atternaiives to oain/ul procedures. 


3) ""hts facility :s aohermg to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be spec/fied and explained by the 
principal investigator and approved by the institutional Animal Care and Use Committee (lACUC) A summary of all the exceptions is attached to this annual report. In 
acciton ;c 'Cenirfying tne IACUC -approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected 


•4} The arencmg veterinarian for tnis research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
asp-ecrs of animai cars and use 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the alxive is true, correct, and complete (7 U.S.C. Section 2143) 

OF C F n OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Pnni) 

DATE SIGNED 

'ij 1 Oj 


APHIS FORM 702'3 (Replaces vs form 18-23 (Oct 88), which li obsol«t« PART 1 - HEADQUARTERS 

(AUG 91) 



Column E Explanation 


1 . ) Registration Number: 93-R-0026 

2. ) Number of animals used in these studies (55). 

3. ) Species (common name) of animals used in these studies Dog . 

4. ) Explain the procedure producing pain and/or distress. 

The object of these studies (6 total) was to establish any potential drug toxicity of 
novel compounds in the initial evaluation stages of becoming therapeutics for 
various human disorders/diseases. The effects of these compounds in whole, live 
animals were being evaluated in order to determine their relative safety/toxicity. 

5. ) Provide scientific justification why pain and/or distress could not be relieved. 

State methods or means used to determine that pain and/or distress relief would 
interfere with test results. (For Federally mandated testing, see Item 6 below) 

Category E was selected for these studies during the initial review of animal 
research protocols because they involve administration of novel compounds with 
uncharacterized toxicity potentials. Anesthetics or analgesics are not administered 
during these studies due to possible effects on the metabolism, uptake, and 
elimination of the novel compounds that could alter research data and ultimately 
the interpretation of that data. 

6. ) What, if any, federal regulations require this procedure? Cite the agency, the code 

of Federal Regulations (CFR) title number and the specific section number (e.g., 
APHIS, 9 CFR 113.102). 

Agency: Federal Drug Administration (FDA) 21 CFR 312.23, a,5,ii,iii 

An Investigational New Drug (IND) submission requires: “A summary of the 
pharmacological and toxicological effects of the drugs in animals.” 




rn 


Column E Explanation 


1. ) Registration Number: 93-R-0026 

2. ) Number of animals used in these studies £5). 

.) Species (common name) of animals used in these studies Guinea Pig. 

4. ) Explain the procedure producing pain and/or distress. 

The object of these studies (2 total) was to develop treatments for cocaine and 
opiate-abuse disorders. The study required. obtaining chemical-firee tissues from 
animals by euthanizing them by decapitation. 

5. ) Provide scientific justification why pain and/or distress could not be relieved. 

State methods or means used to determine that pain and/or distress relief would 
interfere with test results. (For Federally mandated testing, see Item 6 below) 

Category E was selected for these studies because decapitation without the prior 
use of anesthetics is the method of choice for these studies. Anesthetics or 
analgesics interfere with determining binding and biological activity of drugs of 
abuse and could not be used because of possible interference with research 
results. Studies have been conducted comparing this form of euthanasia with other 
methods and it was found that tissue obtained in this manner was necessary for 
the subsequent in vitro assays. 

6. ) What, if any, federal regulations require this procedure? Cite the agency, the Code 

of Federal Regulations (CFR) title number and the specific section number (e.g., 
APHIS, 9 CFR 113.102). 

Agency: N/A 




Column E Explanation 


1 . ) Registration Number: 93-R-0026 

2. ) Number of animals used in this study £7}. 

3. ) Species (common name) of animals used in this study Rabbit. 

4. ) Explain the procedure producing pain and/or distress. 

The object of this study (1 total) was to determine the pharmacokinetics and 
absorption, distribution, metabolism and excretion of novel compounds in the 
initial evaluation stages of becoming therapeutics for various human 
disorders/diseases. The effects of these compounds in whole, live animals were 
being evaluated in order to determine their relative safety/toxicity. 

5. ) Provide scientific justification why pain and/or distress could not be relieved. 

State methods or means used to determine that pain and/or distress relief would 
interfere with test results. (For Federally mandated testing, see Item 6 below) 

Category E was selected for these studies during the initial review of animal 
research protocols because they involve administration of novel compounds with 
uncharacterized toxicity potentials. Anesthetics or analgesics are not administered 
during these studies due to possible effects on the metabolism, uptake, and 
elimination of the compounds that could alter research data and ultimately the 
interpretation of that data. 

6. ) What, if any, federal regulations require this procedure? Cite the agency, the code 

of Federal Regulations (CFR) title number and the specific section number (e.g., 
APHIS, 9 CFR 113.102). 

Agency: Federal Drug Administration (FDA) 21 CFR 312.23, a,5,ii,iii 

An Investigational New Dmg (IND) submission requires: “A summary of the 
pharmacological and toxicological effects of the drugs in animals.” 



This report Is required by law (7 USC 2143). Failure lo report according to the regulations can See reverse side tor Interagency Report Control N< 

result In an order to cease and desist and to be subject to penalties as provided for in Section 2150. addiUorul informetion. 0180-DOA>AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
, ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

/ 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REOISTRATiON NO. CUSTOMER NO. 

93-R-0029 1180 

FORM APPROVED I 

OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACIUTY (Harm ami Address, as regMered with USDA, 
Muda Zip Code) 

3431 HILLVIEW AVENUE 

PALO ALTO, CA S4304 
(650) 855-5364 

3. REPORTING FACILITY (list all locations where animals were housed or used In actual research, testing, leaching, or experimentation, or held for these purposes. Attach addlUonal 
sheets if necessary.) 


FACILITY LOCATIONSrsitasJ 


See Attached Listing 


1 REPORT OP ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Alfach eddUonal sheets f necessary or use AWIS FORM 7023A } \ 

A. 

Animals Covered 

By The Animal 

Welfore Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use In 
teaching, testing. 
expertmeniB, 
research, or 

Kurgery hut nnl 
yet used for such 
purposes. 

C. Nurrfoerof 
animals upon 
which teaching, 
research, 
experimerris, or 
tests were 
conducted 

iiivulvliiu iiu 

pain, distress, or 
usaofpatn- 
relieving drugs. 

D. Number of animals upon 
which expetimenis, 
teaching, research, 
surgery, or tests were 
coTKlucied InvolWng 
accompanying pain or 
distreas to the animals 
wkJ foi wliIJi Mfvuuriota 
anesthetic, analgesic, or 
tranquHIzing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, researtfo, surgery or tests were 
conducted Involving accompanyit>g pain or distress 
to the animats and tar vdilch the use of appropriate 
anesthelic.analgesic, or tranquHIzing drugs would 
have adversely affected the procedures, results, or 
interpretation ct foe teaching, research, 
iMpeiliixiiilb, UNgwy, ui lesU. (Aii uMptaiuMuii uf 
die procedures producing pekt or (Bstress in these 
antnals and the reasons such drugs were md used 
must be attached Hi this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C * 

4. Dogs 

160 

131 

205 

0 

496.^^ 

5. Cats 

8 

0 

37 

0 

45 af 

6. Guinea Pigs 

0 

72 

0 

0 

72 

7. Hamsters 

0 

0 

0 

0 

0 

8. Rabbits 

20 

180 

196 

0 

396 3 '^ 

9. Non-Human Primates 

165 

149 

60 

8 

382 ^^ 

10. Sheep 

0 

0 

0 

0 

0 

1 1 . Pigs 

1 

0 

10 

0 

u 

12. Other Farm Animals 












13. Other Animals 
























1 ASSURANCE STATEMENTS | 


1) Professionally acr^eptable standards governing the care, treatment, and use of animals, including appr^ate use of anesthetic, analgesic, and tranquHIzing dnigs, prior to, during, 
and following actual research, teaching, testing, surgery, or experlmanialion were follo«^ by this research tacUlty. 


2) Each principal inwBsUgalor has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and It has requirad that exceptions to the standards and regulations be specified and explained by foe 
principal investigator and approved by the fostltudonat Aniral Care and Use Committee (lACUC). A summary of all the exceptions is attactied to this annual report In 
addition to Identifying the lACUC-approved excei^ons. this summary Includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4} The attending veterinarian for this research fadltty has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above Is true, correct, and complete (7 U.S.C. Section 2143} 

1 ei/SMA-ri ipc OF C F O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.EO. OR INSTITUTIONAL OFFICIAL (T)^ or Print) 

DATE SIGNED 

03 


APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88), which Is obaolata PART 1 • HEADQUARTERS 

(AUG 91) 



NOV 2 4 2003 





01 Oct 02-30 Sept 03 
APHIS Form 7023 

Column £ Explanation 


1. Registration number: 93-R-0Q29 

2. Number_6 of animals used on this study. 

3. Species (common name) cvnomolgus 

4. Explain the procedure producing pain or distress: 

Monkeys are trained to depress a switch for food. When a green light is on, switch 
presses result in the delivery of food and a mild foot-shock. (Monkeys are not 
required to depress the switch and can avoid the shock) 

5. Provide scientific justification why pain and/or distress could not be relieved. 
State methods or means used to determine that pain and or distress relief would 
interfere with test results. (For federally mandated testing, see item 6 below) 

Shock levels are individually adjusted for each monkey and are minimized to 
produce an irritation. Under these conditions, monkeys respond to anti-anxiety 
drugs, and this method is a well-established assay for anti-anxiety drugs. The 
administration of analgesics or other compounds will attenuate the models response 
to a noxious stimulus. 


NOV 2 4 2003 




01 Oct 02 - 30 Sept 03 
APHIS Form 7023 

Column £ Explanation 


1 . Registration number: 93-R-0029 

2. Number_2 of animals used on this study. 

3. Species (common neime) cvnomolgus 

4. Explain the procedure producing pain or distress: 

Two monkeys may have experienced pain or distress when used on a safety study to 
evaluate the toxicity of a new ding. 

5. Provide scientific justification why pain and/or distress could not be relieved. 
State methods or means used to determine that pain and or distress relief would 
interfere with test results. (For federally mandated testing, see item 6 below) 

Both animals were found dead after being observed as clinically normal 40 to 90 
minutes prior to death. Therefore, since there was no indication of pain or distress 
upon the most recent observation, no pain relieving drugs or veterinary attention 
was implemented. 


2 4 2003 



01 Oct 02 -30 Sept 03 
Registration number: 93-R-0029 



Summary of lACUC Approved Deviations from USDA Standards 


Thirteen dogs were exempted from regular exercise periods for a span of 1 0 - 42 days 
following the administration of a radiolabeled compound for mass balance metabolism 
studies. They were confined to individual metabolism cages to allow for the collection 
and isolation of radioactive urine and feces. The cage size conformed to USDA 
standards and they were in visual or olfactory and auditory contact with other dogs at all 
times. During confinement they received extra attention and human interaction with the 
study research associates. 


2 4 200i! 



This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for In Section 2150. 


See reverse side for 
additional infonnation. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 

93-R-0050 


CUSTOMER NO. 

1173 


Interagency Report Control No 
01804X)A-AN 


FORM APPROVED 
0MB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
indude Zip Code) 

UNIVERSITY OF THE PACIFIC 
3601 PACIFIC AVE 
STOCKTON. CA 95211 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONSfis^es) 


UNIVERSITY OF THE PACIFIC 
STOCKTON. CA 95211 


UNIVERSITY OF THE PACIFIC 
SAN FRANCISCO. CA 94115 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets If necessary or use APHIS FORM 7023A ) 


Number of 

C. Number of 

D. Number of animals upon 

E. Number of animals upon which teaching. 

F. 

animals being 

animals upon 

which experiments, 

experiments, research, surgery or tests were 


bred. 

which teaching. 

teaching, research. 

conducted involving accompanying pain or distress 

TOTAL NO. 

conditioned, or 

research. 

surgery, or tests were 

to the animals and for which the use of appropriate 

OF ANIMALS 

held for use in 

experiments, or 

conducted involving 

anesthetic, analgesic, or tranquiiizing drugs would 


teaching, testing. 

tests were 

accompanying pain or 

have adversely affected the procedures, results, or 

(Cola. C * 

experiments, 

conducted 

distress to the animals 

interpretation of the teaching, research. 

D*E) 

research, or 

involving no 

and for which appropriate 

experiments, surgery, or tests. (An explanation of 

surgery but not 

pain, distress, or 

anesthetic, analgesic, or 

the procedures producing pah or distress in these 


yet used for such 

use of pain- 

tranquiiizing drugs were 

animals and the reasons such drugs were not used 


purposes. 

relieving drugs. 

used. 

must be attached to this report 




ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquiiizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research fedlity. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This fadlity is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary indudes a brief explanation of the exceptions, as well as the spedes and number of animals affected. 

4 ) The attending veterinarian for this research fadlity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

11/24/2003 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18*23 (Oct 88), which is obsolete 


PART 1 • HEADQUARTERS 





































: 1 . Registration Number: 93-R-0050 / 1 1 73 
2/3. Species (common name) & Number of animals used in this study: 
Rats (30) 


4. Explain the procedure producing pain and/or distress. 

Animals will undergo constriction of the loN under sodium pentobarbital anesthesia (see above). This involves surgical 
exposure of the nerve within the orbit and the placement of a single ligature (5-0 chromic gut). In sham-injury rats the 
nerve will be exposed only. The surgical incisions will be sutured with 6-0 silk sutures, in some animals the effects of a 
prior unilateral sympathectomy on the development of neuropathic pain will be studied. Under anesthesia, the right 
superior cervical ganglion will be exposed and surgically removed. The animals will be allowed to heal 3-4 weeks before 
chronic nerve constriction. The surgical incision will be sutured wth 4-0 Ettiicon sutures. Prior to surgery the animals will 
be treated vnth an antibiotic (Crystoben, 0.1 ml) and an analgesic (acetaminophen in drinking water) is administered over 
the following two days. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would Interfere with test results. (For Federally mandated testing, see Item 6 below) 

No medicaOons will be given for post-operative pain, as they may alter the neuroinflammatory interactions that occur after 
nerve injury. In addition, the biochemical and physiological changes in both the peripheral nerve and CNS can be affected 
by the administration of analgesics and local anesthetics. This would severely compromise the main objective of the 
study, which is to correlate the development of a painful neuropathy with anatomical and physiological parameters. The 
development of infection at the site of surgery would result in the loss of the animal from the study. Therefore, 
prophylactic administration of an antibiotic is intended control this potential variable. 

I 6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


Agency: 

CFR: 

Approval Status: 


Approved/Disapproved By; 


Date: 



Disapproved Reason: 



This report is required by law (7 USC 21 43). Failure to report according to the regulations can See reverse side for j[3lnl«ragency Report Contrdl No 

(. resuli in an order to cease and desist and to be subject to penalties as provided for in Section 21 50. additional information. O1^0-OOA-AN 


UNiTED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

fJYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

93-R-0200 1139 

FORM APPROVED 

0MB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

BIOSURG 

27956 STATE HWY 128 

WINTERS, CA 95694 
(916)795-2356 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual researcfi, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATlONSfs/fes) 


See Attached Listing 




REPORT OF ANIMALS USED BY 

OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

8. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

0. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
aneslhetic.analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D + E) 


1 


5 



5. Cats 






6. Guinea Pigs 






7. Hamsters 






8. Rabbits 



9 ^ 



9. Non-Human Primates 

a 





10. Sheep 

13 




ba 

1 1 . Pigs 



51 


51 

CAlVSS 

12. Other Farm Animals 
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1 3. Other Animals 
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ASSURANCE STATEMENTS ih j 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. ■' I I i 


2) Each principal investigator has considered alternatives to painful procedures. 



OCT 2 6 200! 


3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by^the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and numberof animals affected. 

! Kl’i... .'t- 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 

aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legaily Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

IO'5'Ol 


1 -.,;: 1 

APHIS 1 1 7023 (Replaces V^ORM 18-23 (Oct 88), which is obsolete PART 1 - HEADQUARTERS 

(AUbyi) 























APHIS Form 7023 Site List 


The following sites have been reported by the facility. 


Registration Number: 
Customer Number: 
Facility: 


93-R-0200 

1139 

BIOSURG 

27956 STATE HWY 128 
WINTERS, CA 95694 
(916) 795-2356 


BIOSURG 

27956 STATE HWY 128 
WINTERS, CA 95694 
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USDA, APHIS ' SAC, AC 

CA 



October 4, 2001 


USD A Annual Report of Research Facility 93-R-0200 

Explanation of exception to the standard as stated in section 3.128 

Sheep and calf s weighing between 25-50 kg. Were given enclosures of 14 square feet, 
secured to restrict movement to 3 feet forward and 3 feet backward, and could have been 
the only animal in the room. The duration of the study lasted up to 90 days in some 
cases. The animals were able to rise normally and lie down normally, they could not turn 
around. The nature of the power source to the implanted device would not allow for 
interruption of the current or the animal would die within 2 minutes. Animal care 
personnel were present in the room 24 hours per day to provide care and social 
enrichment. During 2 studies 2 animals were present in the room at the same time. 

Attached is a sample of the Exemption from Social Interaction or Environmental 
Requirements for Research Animals. The animals were observed by one or more of the 
lACUC at 2-week intervals and the form was completed, signed and added to the 
animal’s record. Signs of distress, behavior problems, weight loss, appetite changes and 
any medical conditions were reviewed by the lACUC at this time and noted on the 
Exemption from. No adverse conditions ever occurred in these animals. 



This re^rt is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Settion 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 
93-R-0280 


CUSTOMER NO. 
1117 


Interagency Repor 
01B0-DOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

ELAN PHARMACEUTICALS. INC. 

800 GATEWAY BLVD. 

SAN FRANCISCO. CA 94080 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 



FACILITY LOCATIONSi'Sftes) 


ELAN PHARMACEUTICALS, INC. 
SAN FRANCISCO, CA 94080 


GENZYME TRANSGENICS CORP 
CHARLTON DEPOT. MA 01509 


REPORT OP ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attad) addWonal sheets If necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfere Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and forvritich appropriate 
anesthetic, analgesic, or 
tranquilizing dnrgs were 
used. 


E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
aneslhetic,analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the leaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C + 

D + E) 


4. Dogs 


6. Guinea Pigs 


7. Hamsters 


8. Rabbits 


9. Non-Human Primates 



11 

991 

274 

1276 



10. Sheep 


11. Pigs 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals. Including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions Is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4 ) The attending veterinarian for this research focility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correcL and complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 


DATE SIGNED 


APHIS FORM 7023 
(AUG 91) 


(Replacea VS FORM 18*23 (Oct 88), which Is obsolete 


10/22/2003 
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1 . Registration Number 93-R-0280 / 1 1 1 7 

2/3. Species (common name) & Number of animals used in this study; 
Guinea Pigs (274) 


4. Explain the procedure producing pain and/or distress. 

Introduction EAE is an autoimmune disease involving the central nervous system and is widely used as an animal model 
for multiple sclerosis (MS), a human demyelinafing disease for which there is no known cause and no suitable treatment. 
MS is the most common disease of the central nervous system affecting young people (20-40 years old), it is estimated 
that there are 250,000 people in the United States with MS. MS is characterized by exacerbation and remissions of 
neurological dysfunction such as loss of muscle control, limb numbness, paralysis, blurred vision and blindness. An 
autoimmune reaction against spinal cord proteins is the hallmark of both human MS and guinea pig EAE. Procedure 
Immunization Anesthetize young adult or juvenile guinea pigs with 2.5% Isoflurane carried in 100% oxygen through a 
vaporizer. Shave the injection site on both flank areas and wipe with betadine or alcohol swab. Immunize each guinea 
pig by subcutaneous injection in shaved area with the immunogen emulsion. Each animal receives 75-1 50mg GPBSC / 
1-3mg MT / 0.3 - 0.6ml. Guinea pigs with a clinical score of no less than a 2 on Day 40 onwards will be treated with a 
positive control or test drug until termination. These treatments will be given by any of the following routes: subcutaneous, 
intravenous, Intraperitoneal, or oral. Blood may be taken from some guinea pigs (via cardiacpuncture under anesthesia) 
at the termination of the experiment so that blood levels of drug may be estimated. Animals that have blood drawn via 
cardiac puncture will not be allowed to recover from the anesthesia. Guinea pigs will be euthanatized at different time 
points during the experiment for the histological examination of their brain and spinal cord. All guinea pigs that have not 
attained a clinical score of 2 by day 40 will be euthanized by C02 asphyxiation followed by thoractomy. Post immunization 
care After immunization, the guinea pigs are checked daily for the first week for signs of infection at ttie site of 
Immunization. The body weight and clinical score will be checked 2-3 times per week until animal shows clinical signs of 
disease and at least once per day after onset of the disease. The immunized animals are expected to develop hind limb 
paralysis approximately 10-17 days post immunization. When the animals develop hind limb paralysis, they will be 
checked daily or more often until the paralysis has completely resolved. In some cases, food will be placed on the bottom 
of the cage for ad libitum consumption by guinea pigs that have motor impairment. Saline (3-1 Omi per guinea pig per day) 
or heating pad (on low) may be supplied if necessary, if any animal is clearly moribund (quadriplegia, blood urine, 
foaming at the mouth), the guinea pig will be euthanized. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

The guinea pigs may experience some pain after the immunization. During the paralysis, the guinea pigs do not appear to 
experience acute or surgical type pain. They are active and do not show behavior typical of guinea pigs in pain, but they 
likely experience symptomatic distress resulting from the disease. The disease can cause dehydration, atonic bladder, 
fecal impaction and weight loss. Continuous administration of pain ameliorating drugs will interfere with the results of 
experiment and is not likely to relieve the pain or distress related to these symptoms. These symptoms are each 
addressed individually in the ?post immunization care? section of this protocol and in Tablel . We hope that our 
treatments will prevent the paralysis and the distress, so that only 30% of the guinea pigs (the negative control group) in a 
study may experience the temporary paralysis. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

Agency: CFR: 


Approval Status: 
Approved/Disapproved By: 
Date: 


Disapproved Reason: 



T^is report is required by law (7 USC 2143). Failure to report accordinQ to the regulations cart 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


UNI I hO S I A I tS UtPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


See reverse side for 
additional information. 


1. REGISTRATION NO. 
93-R-0287 


CUSTOMER NO 
3388 


Interagency Report 
0180-OOA-AN 


FORM APPHOVtU 
0MB NO. 0579^0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
inctudeZiiCode) 

INTERNATIONAL IMMUNOLOGY CORPORATION 
25549 ADAMS AVENUE 
MURRIETA. CA 92562 




3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCAT]ONS(s«es) 


INTERNATIONAL IMMUNOLOGY CORPORATION 
MURRIETA. CA 92562 


INTERNATIONAL IMMUNOLOGY CORPORATION 
MURRIETA. CA 92562 



report OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach add^on^ sheets If necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Artimal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 

D. Number of animals upon 

E. Number of animals upon which teaching. 

F. 

animals upon 

which ffirperiments. 

experiments, research, surgery or tests were 


which teaching. 

teaching, research. 

conducted involving accompanying pain or distress 

TOTAL NO. 

research. 

surgery, or tests were 

to the animals and for which the use of appropriate 

OF ANIMALS 

experiments, or 

conducted involving 

anesthetic.analgesic, or tranquilizing drugs would 


tests were 

accompanying pain or 

have adversely affected the procedures, results, or 

(Cols. C + 

conducted 

distress to the animals 

Interpretation ^ the teaching, research. 

D + E) 

involving no 

arxl tor whicli appiuphaie 

expertmenia, auiguiy, ui lucls. (An axp/anaCbn of 


pain, distress, or 

anesthetic, analgesic, or 

the procedures pmducktg pa^ or distress in these 


use of pain- 

tranquilizing dnigs were 

animals and the reasorts such drugs were not used 


relieving drugs. 

used. 

must be attached to this reporQ 



4. Dogs 



ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, dunng, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this r^earch faciiity. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and It has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report. In 
addition to Identifying the lACUC^pprovad exceptions, this summary includes a brief expianation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 



CERTIFICATION BY HEADQUARTERS RESEARCH FACIUTY OFFICIAL 
(Chief Executive OfRcer or Legaliy Responsibie instltutionai official) 

1 certify that the above is true, conecL and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

10/03/2003 
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1 . Registration Number 93-R-0287 / 3388 

2/3. Species (common name) & Number of animals used in this study: 
Goats (62) 


4. Explain the procedure producing pain and/or distress. 

The use of Freund Complete Adjuvant (CFA) for the production of antibodies may cause results ranging from momentary 
or slight pain, to distress such as decrease appetite/activity level, open sores/necrotic skin lesions, abscesses. IIC 
employs the use of minimal amounts of CFA (among other commercially available adjuvants)in the production of 
polyclonal antibodies, and is committed to insure that the animals receive any care necessary to relieve symptoms noted 
above.The least amount of CFA possible is used per injection site and per animal to obtain acceptable immune response, 
and the animals are monitored twice daily to insure their welfare. Any goat appearing to show distress is reported to the 
Animal Operations Manager and appropiate steps are taken to relieve such condition .Analgesic drugs are employed if 
there are observable signs of pain or distress. 

5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

lie's management team continuoely strives to ensure proper care is taken of our animal.<;. it is imperative that our goats 
maintain a long, healthy life, as the antibodies they produce represent the primary source of revenue for our company. 
Our goal is to produce a high quality product for tiie medical diagnostic industry while employing the least stressKil means 
with respect to our animals. This is accomplished by careful observation of the animals as well as a continues refinement 
of our procedures and techniques. Wherever possible we employ alternative adjuvants such as RIB! (Conxa)and 
Incomplete Freund Adjuvant (IFA). We also remain vigilant with respect of new industry developments by performing 
database searches on alternatives to the use of CFA. Complete Freund Adjuvant still plays an important role in our ability 
to produce quality material. We continue to strive to maintain a delicate balance between our animals welfare and the 
quality of our product. The following are examples of the information sources we employ; Guidelines on: Antibody 
Production, Canada Council on Animal Care, 2002 ILAR Journal Articles.Vol. 37, Number 3, 1995: Review of Polyclonal 
Antibody Production Procedures in Mammals and Poultry. Review of Selected Adjuvants Used in Antibody Production. 
Institutional Policies and Guidelines on Adjuvants and Antibody Production. Harlow & Lane. Antibodies, A Laboratory 
Manual. Cold Spring Harbor Laboratory, 1988. A Comparison of Commercially Available Adjuvants for Use in Research, 
Journal of Immunological Methods, 153, 1992. Howard & Bethell. Antibodies Production and Characterization, CRC 
Press, 2001 . Ian Tizard. Veterinary Immunology. W.B. Saunders Company, 1996. M. Podolsky & V. Lukas. The Care and 
Feeding of an lACUC, CRC Press, 1999. AWIC Resource Series No 7. Information Resources for Institutional Animal 
Care and Use Committees, Sept 1999, Rev. 2000. ECVAM Workshop 35. The Production of Polyclonal Antibodies in 
Laboratory Animals. 1998. 

6. What, if any, federal regulations require tills procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 

Agency: APHIS, Animal Care Policy Manual, Policy #1 1 CFR; 
and #12.; 9 CFR Part 2, Section 2.28.; 9 CFR Part 3, 

Section 3.134. 


Approval Status: 
Approved/Disapproved By: 
Date: 

Disapproved Reason: 


I tms report tt requireo oy law ( / one 2143). Failure to report accortling to the regulations can See reverse side for Interagency Report Control No 

r.Ts&*t in an order to cease and desist and to be subject to pertalties as provided for in Section 2150. additional information. 0180-OOA-AN 


I 1. RECtSTRATION NO. I VPterv I 

93-R-0348 1249 FORM APPROVED 

[ 0MB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACKJTY (Name and Address, as registered with USDA 
include Zip Code) 

BERLEX BIOSCIENCES 
2600 Hilltop Drive 
Richmond, CA 94804 
(510)262-5000 


CUSTOMER NO. 
1249 


i. REPORTma FACIUTY (List all ioealions inhere animats were housed or used h actual research, testing, leaching, or experimentation, or held for these purposes. Attach additional 
sheets If necessary.) 


FACtUTY LOCATK>NS(s4e^ 


See Attached UsUng 


united states DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2600 Hilltop Dr., Richmond, CA 




REPORT OF ANIMALS USED BY OR UNDER COeOROC OF RESEARCH FACIUTY (Matdr arMthttal streets t necessary t>r use APHIS FORM 702M ) 


Animals Covered 
By The Animal 
Weffare RegUalions 


B. Number of 
animals being 
bred, 

oonfitoned. or 
held far use in 
teaching, testing, 
esperiments. 
research, or 
surgery but not 
yet used tor such 
purposes. 


C. Number of 
animais upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
useofpain- 
reCeving drugs. 


. Number of animals upon 
vhich eiqpertmonls, 
leaching, research, 
surgery, or tests wera 
conducted involving 
■ooompanying pain or 
distress to tie anioials 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E. Number of ammais upon which leaching, 
eigieriments, researdi, surgery or tests were 
conducted Invohang aceempanying pain or distress 
to Vie animals and for which toe use of appropriate 
anestoetic,analgesic; or VenquiSang dnigs would 
hava adveisely atfocted toe pracedures, results, or 
interpretation of toe teaching, research, 
eitperiments. surgery, or tests. (An erptartadon of 
the proeedires producing ftain or dbtresskt these 
animals and the reasons auchdvgsame not used 
must be attached to tots reporp 


TOTAL NO. 
OF ANIMALS 

(Cois.C4 

D*E) 



4. Dogs 


5. Cats 


6. Guinea Pigs 


9. Non+luman Primates 


10. Sheep 


11. Pigs 



0 

0 

0 

0 

0 

0 

0 

0 




ASSURANCE STATEMENTS 


1} Ptofessionaly socepUble Standards governing toe care. IreatmenL and use ef animals, tncfcjding appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to. during, 
and foiiowing actual research. teacNng, testing, surgery, or eqjerimentafion were fodowed by tois research faeflity. 

2) Each principal investigator has considered aNemalives to painful procedures. 

3) TNs facUity Is adhering to toe standards and regulations under the Act. and it has required toat exceptions to toe standards and regulations be spedtied and eiqplained by the 
principal Invesfigator and approved by toe tostNulional Animal Care and Use Coramiltee (lACUC). A summary of all the exceptions, is attached to this annual report. In 
addttion to MentHying toe lACUC-appcoved exceptions, tois summary todudes a brief explanalion of toe excepbons. as weR as toe species and number of animais affected. 

4 ) The attending veterinarian (or tois research <ad% has appropriate authority to ensure toe provision of adequate veterinary care and to oversee toe adequacy of other 

aspects ot enimal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITYOFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is bue. correct, and complete (7 U.S.C. Section 2143) 


SI ILOFFlCtAL NAME A TITLE Of C.E.O. OR INSTITUTIONAL OFFICIAL (Type or P/ihd 



APHIS FORM 7023 
(AUG 91) 


Dct 88). which is ebsotete 


PART 1 - HEADQUARTERS 


JUN 1 4 2004 


DEC 4 2003 


















































Exemption: 

For the duration of one week after medical device implantation, animals assigned to the protocol 
were exempt from group exercise. This exemption was reviewed and approved by the ACUC. 
Study animals were housed in the study room in typical one- over- one cages approved for the 
laboratory animals. This exemption was instituted as a safety measure in order to closely monitor 
animals during their post-surgical recovery period. During this period of time all animals 
received additional positive human contacts several times per each day. 


Animals Listed in Column E: 

In year 2003, a total of three rabbits were euthanized due to adverse effects of the experimental 
compounds. Additionally, one dog experienced some degree of complications associated vrith the 
implantation of medical devices and subsequently this animal was euthanized. 


DEC 


4 lu03 



report is rer^uireci by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additiortal information. 


Interagency Report Control No 
018O-OOA-AN 


UNITED states DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 
93-R-0348 


CUSTOMER NO. 
1249 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered mth USDA, 
indude Zip Code) 

BERLEX BIOSCIENCES 
15049 SAN PABLO AVE 
RICHMOND, CA 94086 
(510) 262-5000 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or axperirnentation, or held for these purposes. Attach additior^al 
sheets if necessary.) 


FACIUTY LOCA710NS(a/8s) 


See Attached Listing 

15049 San Pablo Ave . / Richmond, CA 




REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attadi additional sheets if necessary or use APHIS FORM 7023A j 


Animals Covered 
By The Animal 
Welfare Regulations 


8. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yat used for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
axporimonts, or 
tests wars 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs ware 
used. 


Number of animals upon which teaching, 
experiments, research, surgery or tests ware 
conducted involving accompanying pain or distreas 
to the animals and for which the use of appropriate 
ane8thetic,analge8ic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, resaarch, 
experiments, surgery, or tests. (An explanation of 
the procedures produdrrg pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cols. C * 

D + E) 


5, Cats i 

0 

0 

0 

0 

0 

f 

I 6. Guinea Pigs 

0 

30 

246 

0 

276 

7. Hamsters 

0 

54 

0 

0 

54 

8. Rabbits 

9 

0 

103 

0 

103 

9. Non-Human Primates 

0 

0 

0 

0 

0 

10. Sheep 

0 

0 

0 

0 

' 0 

11. Pigs 

0 

0 

0 

0 

0 

12. Other Farm Animals 

0 

0 

0 

0 

0 



SHEfSSBS 


i nn.ni 


a, pribrMb, during. 



1) Professiooally acceptable standards governing the care, treatment and use of animals, including appropriate use of anesthetic, anatgesic, and 

and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 1 ; 

2) Each principal investigator has considered altematives to painful procedures. j I ... — , ' 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regiiilationa be spe<^ied and explained by the 
prindpal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all tha axcapMoni i la at tachad to thli^yin.ual,fepoft- In — 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the tpeciealirSrnufTibor of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care arxJ to oversee the adequacy of other 
aspects of animal cars and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the atxave is true, correct, and complete (7 U.S.C. Section 2143) 


SlGNAttiRE OF C.E.O. OR INSTTCOTlONAljOEFlClAL NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Typo or Print) 



APHIS TORM 7023' 
(AUG 91) 


(Replaces VS FORM 3 (Oct 88), which la obsolete 


11 / 20/01 
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Exception Summary 


Our Animal care and Use Committee reviewed and 
approved two exemptions for dog exercise. Dogs recovering 
from surgery or included in a chronic drug dosing study 
were exempted from daily routine exercise for up to three 
weeks . 



This report is required by law (7 (JSC 2143). Failure to report according to the regulations can 
resulk in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 

93-R-0353 


CUSTOMER NO. 

1253 


Interagency Report Control No 
O10O-DOA-AN 


FORM APPROVED 
OMB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2, HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
indude Zip Cade} 

PARKINSON'S INSTITUTE, THE 
1170 MORSE AVENUE 
SUNNYVALE, CA 94089 
(408) 734-2800 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONSfsifesJ 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adcStional sheets if necessary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animais being 
bred, 

conditioned, or 
held for use in 
teachim. testina. 
experiments, 
research, or 
surgery but not 
yet us^ for such 
purposes. 


C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tasts were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted invoiving 

amrwnpaoyiog pain nr 

distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 


E, Number of animals upon which teaching, 
experiments, reseat^, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analga8ic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation ^ the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
artimals and the reasons such drugs were not used 
must be attached to this report) 


TOTAL NO. 
OF ANIMALS 

(Cole. C t 
D*E) 


4. Dogs 



ASSURANCE STATEMENTS 


1) Professionally aocaptable standards governing the care, treatment, and use of animais, including appropriate use of anesthetic, analgasic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation ware followed by this research facility. 

2) Each principal investigator has considered attematives to painful proceduree. 

3) This facility is adhering to the standards and regulations under the AcL and it has requited that exceptions to the standanf a and regulations be spadTied and explained by the 
principal investigator ai>d approved by the Institutionai Animal Cara and Use Committee (lACUC). A summary of all the axcapUans is attached to this annual report in 
addition to identifying the tACUC-approved exceptions, this summary indudea a brief explanation of the exceptions, as wall as the spades and number of animals affected. 

4} The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary cars and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certifv that the above is true, correct, and complete (7 U.S.C. Section 2143) 

1 NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) | DATE SIGNED 


AK;t1l»'l-UKI« 70Z3 

AUG 91) 




(Replaces VS FORM 18-23 (Oct 88), wnicn is oneoiew 





















Updated on 10/8/02 


Category E Justification Statement 
For 2002 - 2003 USDA Annual Report 

10 animals were included in the “E” category because these animals were on studies involving induction of Parkinson’s disease. 

This process involves injection of MPTP (l-methyl-4-phenyl-l,2,3,6-Tetrahydropyridine), a neurotoxin that selectively destroys nigrostriatal 
dopaminergic neurons. Presumably, there is some psychological distress associated with the temporary impairment of motor function experienced by 
these animals. In addition, there may be some temporary systemic side effects related to the chemical induction agent. In humans, Parkinson’s 
disease causes increasing motor impairment and a portion of our research into the nature and possible treatment of this disorder involves induction of 
the disorder in living animals. In particular, non-human primates represent the only animal model in which the behavioral, neurochemical and 
neuropathological features of Parkinsonism are fully expressed and thus they are the best models for studies on Parkinson’s disease. Based on our 
experience in humans, this disorder is not known to cause physical pain; however, animals may experience some distress during the time they have 
diminished motor function. We have strong reason to believe that this statement is correct, since we have cared for a number of humans with a fonn 
of Parkinsonism identical to that experienced by these animals, and none had pain. The impairment in our experimental studies cannot be alleviated 
since it is necessary to the objectives of our studies. Use of sedatives or tranquilizers is also not justified because the effects of these agents would 
interfere with the results of our investigations. Nor is it justified on purely medical grounds, since pain, psychosis, or agitation is not a part of this 
syndrome based on our experience in humans. 


Registration Number: 93-R-0353 
Saimiri Sciiireus (Squirrel Monkey) 



This report la required by law (7 USC 2143). Failure to report according to the regulations can Sea reverse side for Interagency Report Control No 

result in an order to caase and desist and to be subject to penatlles as provided for In Section 2150. additional Irrfonnalion. O10O-OOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
• ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

93-R-0353 1253 

FORM APPROVED S)Jg-| 
0MB NO. 0579-0036 ‘ 

2. HEADQUARTERS RESEARCH FACIUTY (Name and Address, as ragisterad with USOA, 
Include Z)p Code) 

PARKINSON’S INSTITUTE, THE 

1170 MORSE AVENUE 

SUNNYVALE, CA 94089 
(408) 734-2800 

3. REPORTING FACILITY (List all locations whore animals were housed or used in actual research, tasting, teaching, or axperimenlafion, or held for these purposes. Attach addKIonal 
sheets if necessary.) 


FACILITY LOCAT10NS('s/fos; 


See Attached Listing 

Animal Facility Rms.131, 132, 136, 143. 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

8. Number of 
animals being 
bred, 

conditioned, or 
held for use In 
leaching, tasting, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which leeching, 
research, 
expariments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted Involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, anatgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which leaching, 
experiments, research, surgery or tests were 
conducled Involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic. analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the leaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress In these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D> E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 






7. Hamsters 






3. Rabbits 






9. Non-Human Primates 

0 

34 

0 

6 

40 

10. Sheep 






11. Pigs 






12. Other Farm Animals 












13. Other Animals 
























ASSUFIANCE STATEMENTS ' j 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following aduel research, teaching, testing, surgery, or experimentation were followed by this research fadllfy. 


2) Each prlndpal investigator has considered alternatives to painful procedures. 

3) This facility Is adhering to the standards and regulations under the Act, and It has required that sxcapflons to the standards and rsgulatlona be speciflad and explained by the 
principal irrvesligator and approved by the Institutional Animal Cara artd Use Commitlse (lACUC). A summary of all the exceptions Is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary Includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attarxllng veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversea the adequacy of other 
' aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is taie, correct, and complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 


NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 


DATE SIGNED 

I 


Ah'Mj;5 hUKM yU23 (Re^aces VS FORM 18-23 (Oct 88), which Is obsblflt^ il] [l [J W i 't i i 

(AUG 91) 


PART.1 - HEADQUARTERS 
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APHIS Form 7023 Site List 


\ 

The following sites have been reported by the facility. 


Registration Number: 93-R-0353 

Customer Number; 1253 

Facility; PARKINSON'S INSTITUTE, THE 

1170 MORSE AVENUE 
SUNNYVALE, CA 94089 
(408) 734-2800 


THE PARKINSON'S INSTITUTE 
1170 MORSE AVENUE 
SUNNYVALE, CA 94089 


Category E Justification Statement 
For 2000 - 2001 USDA Annual Report 

Six animals were included in the "E" category because these animals were on studies involving induction of 
Parkinson's disease. This process involves injection of MPTP (l-methyl-4-phenyl-l,2,3,6-Tebrahydropyridine) , a 
neurotoxin that selectively destroys nigrostriatai dopaminergic neurons. Presumably, there is some psychological distress 
associated with the temporary impairment of motor function experienced by these animals. In humans, Parkinson's 
disease causes increasing m.otor impairment and a portion of our research into the nature and possible treatment of this 
disorder involves induction of the disorder in living animals. In particular, non-human primates represent the only 
animal model in which the behavioral, neurochemical and neuropathological features of Parkinsonism are fully expressed 
and thus they are the best models for studies on Parkinson's disease. Based on our experience in humans, this disorder is 
not -known to cause physical pain; however, animals may experience some distress during the time they have diminished 
motor function. We have strong reason to believe that this statement is correct since we have cared for a number of 
humans with a form of Parkinsonism identical to that experienced by these animals, and none had pain. The impairment 
in our experimental studies cannot be alleviated since it is necessary to the objectives of our studies. Use of sedatives or 
tranquilizers is also not justified because the effects of these agents would interfere with the results of our investigations. 
Nor is it justified on purely medical grounds, since pain, psychosis, or agitation is not a part of this syndrome based on 
our experience in humans. 


Registration Number; 93-R-0353 
Saimiri Sciureus (Squirrel Monkey) 


1 E ® 1 

1 
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OCT 2 3 2001 
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This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 

result an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-AN 


•» ‘ UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

’ ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

93-R-0370 1300 

FORM APPROVED , 

0MB NO. 0S79-003©4<?/-y^ 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

ENDOCRINE TECHNOLOGIES, INC. 

35325 FIRCREST STREET 

NEWARK. CA 94560 
(510) 745-0844 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATlONSl's/fes) 


See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets if necessary or use APHIS FORM 7023A ) 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing dnugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic.analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs ■ 

w/a 




WlU 


r'/A 




ML- 

6. Guinea Pigs 

/7/A 





7. Hamsters 

y//4 




rv 'f L- 

3. Rabbits 


a.5' 

P'/Ar 


3 5 

9. Non-Human Primates 











rv/L- 

1 1 . Pigs 





jv! 

1 2. Other Farm Animals 





fflU 







13. Other Animals 






Pa V ce. 


2.0 
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ASSURANCE STATEMENTS j 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations bo specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions is attached to this annual report In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME 4 TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

wj^sjo 1 

f r— >\ rcj m o 11 nn m ■ 


(Replaces VS FORM 18-23 (Oct 88), which is obsdietA | 5 ® G 0 U 


APHIS FORM 7023 
(AUG 91) 


1 !; 


OR 4 2001 
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APHIS Form 7023 Site List 


The following sites have been reported by the facility. 

Registration Number: 93-R-0370 

Customer Number: 1300 

Facility: ENDOCRINE TECHNOLOGIES. INC. 

35325 FIRCREST STREET 
NEWARK, CA 94560 
(510) 745-0844 


ENDOCRINE TECHNOLOGIES, INC. 
35325 FIRCREST STREET 
NEWARK, CA 94560 

ENDOCRINE TECHNOLOGIES, INC. 
11 15 MARINE VIEW DRIVE 
VISTA, CA 92083 



Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number: ^ Q Q 


2. Number 


_of animals used in this study. 


3. Species (common name) of animals used in the study. 


4. Explain the procedure producing pain and/or distress. 






c(AAy 




5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 


rf/Ar 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102); 


Agency. 


CFR 




This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for 

result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 


■ Interagency Report Control No 
0180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

93-R-0375 1308 

FORM APPROVED 

0MB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

THE NEUROSCIENCES INSTITUTE 

10640 JOHN JAY HOPKINS DRIVE 

SAN DIEGO, CA 92121 
(858) 626-2000 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONSfs/fes; 


See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Aetach additional sheets if necessary or use APHIS FORM 7023A ) 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

0. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted invoiving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animais upon which teaching, 
experiments, research, surgery or tests ware 
conducted involving accompanying pain or distress 
to the animais and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. , 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 






7. Hamsters 






8. Rabbits 






9. Non-Human Primates 


9. 


0 

mm 

10. Sheep 






11. Pigs 






12. Other Farm Animals 










: ■ - : nr 1 


13. Other Animals 




| 0 1 1 






: n orifii M ll 1 

’ 4 ; ■ -1 ■( !? ‘ i 1 1 
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ASSURANCE STATEMENTS - — * ■ | 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teactiing. testing, surgery, or experimentation were fallowed by this research facility. 


2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC), A summary of all the exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OF C.E.iL-OR INSTHfUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

ihli-O! 


APHIS FORM 7023 
(AUG 91) 


(ncplaces VS FORM 18-23 (Oct 88), which is obsolete 
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APHIS Form 7023 Site List 


The following sites have been reported by the facility. 


Registration Number: 93-R-0375 

Customer Number: 1308 

Facility: THE NEUROSCIENCES INSTITUTE 

10640 JOHN JAY HOPKINS DRIVE 
SAN DIEGO, CA 92121 
(858) 626-2000 


THE NEUROSCIENCES INSTITUTE 
10640 JOHN JAY HOPKINS DRIVE 
SAN DIEGO. CA 92121 



1 




Attachment 


United States Department of Agriculture 
Animal and Plant Health Inspection Service 
Annual Report of Research Facility (Form 7023) 

October 1, 2000 through September 30, 2001 

The Neurosciences Institute 
Registration # 93-R-0375 

Summary of Exceptions to the Standards and Regulations Under the Act 


1) An investigator was granted lACUC approval to perform multiple 
survival surgeries on the same non-human primate as part of the same 
experimental protocol. During this reporting period, two primates were used. 

2) An investigator was granted LACUC approval to use carefully 
monitored water scheduling as a motivational and training tool for non-human 
primates. Animals receive less than four hours of free access to water for five or 
six days per week during part of the protocol, when they receive water or other 
liquids during the day as a reward for performing tasks. They have free access to 
water at all times on the other days. Guidelines are in place to ensure that the 
animals receive adequate amounts of water to support their health and well- 
being. During this reporting period, four primates were used. 



USDA. APHIS, REAC, AC 
SACRAMENTO, CA 



This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 

result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0160-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. CUSTOMER NO. 

93-R-0397 1753 

FORM APPROVED 

0MB NO. 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACIUTY (Name and Address, as registered with USDA 
include Zip Code) 

B. BRAUN MEDICAL INC. 

2525 MCGAW AVENUE 

IRVINE, CA 92614 
(714)660-2954 

3. REPORTING FACIUTY (List ail locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets tf necessary.) 


FACIUTY LOCATIONS^Sires) 


See Attached Listing 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILFTY (Attach addlUonal sheets if necessary or use APHIS FORM 7023A ) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet us^ for such 
purposes. 

C. Number of 
animats upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropnate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for vrtiich the use of appropriate 
anesthetic.anaigesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
Interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress In these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C 

D + E) 

4. Dogs 

0 

10 

6 

0 

16 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

50 

830 

0 

1,760 

RffiSIHi 

7. Hamsters 

0 

0 

0 

0 

0 

8. Rabbits 

0 

5,825 

509 

0 

6,334 

9. Non-Human Primates 

0 

0 

0 

0 

0 

10. Sheep 

0 

0 

0 

0 

0 

11. Pigs 

0 

0 

9 

0 

9 

12. Other Farm Animals 

0 

0 

0 

0 








1 3. Other Animals 

0 

0 

0 

0 

0 















' 





ASSURANCE STATEMENTS 


1 ) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act. and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all the exceptions Is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 



CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible institutional official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143} 



NAME & TlfLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

L 


11 - 24-03 


APHIS FORM 7023 ime-ebsoiete PART 1 - HEADQUARTERS 

(AUG 91) 





































































Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number: 93-R-0397 

2. Number t,760 of animals used in this study. 

3. Species (common name) Guinea Pigs ^of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 

Animals developed lesions associated with Freunds complete adjuvant injected 
intradermally . 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

Freund's adjuvant was used per the FDA guidance document and IS010993. A 
thorough literature review was conducted during the past year to investigate an 
alternative to Freund's. Current consensus is that although there are other 
adjuvants on the market, none creates an immunogenic response as readily as 
Freund ' s . 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


Agenc y FDA Center for Devices C FR - General Program Memor andum (G95-1) 
and Radiological Health 

See Attached (6 Pages) 
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UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PlaiVT HEALTH INSPECTION SERVICE 

■ 
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ANNUAL REPORT OF RESEARCH FACILITY 
(TYPE OR PRINT) 

‘ 
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Column 6 Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1 . Registration Number: 


93-R-0397 


2. Number 


2320 


pf animals used in this study. 


3. Species {common name) Guinea Pigs of animals used in the study. 

, 4. Explain the procedure producing pain and/or distress. 

Animals developed lesions associated with Freunds complete adjuvant 

injected intradermally . 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

Freund's adjuvant was used per the FDA guidance document and IS010993. 

A thorough literature revuew was conducted during the past year to 
investigate alternatives to Freund's. Current consensus is that although 
there are other adjuvants on the market, none create an immunogenic 
response as readily as Freund's. 

5. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


Agency 


CFR 


rr 


DEC 6 200I 




USOA, APHIS. R£AC. AC 
SACRAMENfO, CA 


DEC-03-2001 14: 18 


9168.576212 


P.07 




This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for in Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 
93-R-0449 


CUSTOMER NO. 
11593 


Interagency Report Control No 
0180-DOA-AN 


FORM APPROVED 
0MB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA 
include Zip Code) 

AVANIR PHARMACEUTICALS 

11388 SORRENTO VALLEY ROAD. STE 200 

SAN DIEGO. CA 92121 

(858)622-5227 


g, teachig^ o( expenmentatlon. g^held for these pu 




FACILITY LOCAT10NS(s/N&) 


See Attached Listing 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach additional sheets ifraceasary or use APHIS FORM 7023A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
heid for use In 
teaching, testing, 
•vperiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 

D. Number of animals upon 

E. Number of animals upon which teaching, 

F. 

animals upon 

which experiments. 

experiments, research, surgery or tests were 


which teaching. 

teaching, research. 

conducted involving accompanying pain or distress 

TOTAL NO. 

research. 

surgery, or tests were 

to the animals and for which the use of appropriate 

OF ANIMALS 

experiments, or 

conducted involving 

anesthetic,analgesic, or tranquilizing drugs would 


tests were 

accompanying pain or 

have adversely affected the procedures, results, or 

(Cols. C 

oonductod 

dictrees to the animals 

interpretation of the teaching, research, 

D + E) 

involving no 

and for which appropriate 

experiments, surgery, or tests. (An explanation of 

pain, distress, or 

anesthetic, analgesic, or 

the procedures producing pain or distress In these 


use of pain- 

tranquilizing dnigs were 

animals and the reasons such drugs were not used 


relieving drugs. 

used. 

must be attached to titis report) 



4. Dogs 




ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing dmgs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation ware followed by this research facility. 

2) each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specilied and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A eummaiy of all the excaptiofia is attached to this annuai report, in 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) The attending veterinarian for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 


I SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Prlrri) I DATE 



DATE SIGNED 

rr/zfc/®? 
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APHIS Form 7023 Site List 


The following sites have been reported by the facility. 


Registration Number: 93-R-0449 

Customer Number; 1 1 593 

Facility: AVANIR PHARMACEUTICALS 

11388 SORRENTO VALLEY ROAD. STE 200 
SAN DIEGO, CA 92121 
(858) 622-5227 


1 1388 SORRENTO VALLEY ROAD, STE 200 
SAN DIEGO, CA 92121 





Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary, names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay personas as well as 
scientists. 


1 . Registration Number; 93-R-0449 


2. Number fsix hundred sixtv-eiaht) 668 of animals used in the study. 


3. Species (common name) guinea oias of animals used in the study. 


4. Explain the procedure producing pain and/or distress. 

Female Hartley guinea pigs are inoculated intravaginally with HSV-2, which will produce virus<induced lesions. 
The inoculation is accomplished using a moistened calcium alginate tipped swab soaked in an appropriate virus 
concentration. The swab is inserted into the vaginal tract rupturing the vaginal closure membrane and it is rotated 
approximately 10 times. Topical treatment is given three times daily beginning 24 hours after viral inoculation and 
is continued for 10-1 1 days. Topical treatment will be applied using a cotton swab both intravaginally and 
topically to the perineal skin of the guinea pig. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means 
used to determine that pain and/or distress relief would interfere with test results. (For Federally mandated 
testing, see Item 6 below.) 

During all procedures, the guinea pigs are anesthetized using isoflurane to minimize both pain and stress. 
Topical analgesics cannot be used without compromising the results of the study, since topical treatments 
themselves are being investigated. Systemic analgesics such as NSAIOS or narcotic analgesics have effects on 
the immune system and would not be appropriate for use in this study because they will affect the immune 
system, which will then affect the reaction to the virus. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal 
Regulations (CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 


Agency 


CFR 
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PART 1 - headquarters 


Column E Explanation 


This form is intended as an aid to completing the Column E explanation, it is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists 


1 , Registration Number. 


^3- R- 04S\ 


2. Number 



of animais used in this study. 


3. 


Species (common name) 




of animals used in the study. 


4. Explain the procedure producing pain and/or distress. 




5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 






vyv ^ i ■ • 


^ Tr " 1 H 


J'O' 

6. What if any. federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113. 102); 


Agency CFR 



TTiis report is required by law (7 DSC 2143). Failure to report according to the regulations can See reverse side for Interagency Report Control No 

result In an order to cease and desist and to be subject to penalties as provided for in Section 2150. additional information. 0180-DOA-AN 


, UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

93-R-0464 15322 

FORM APPROVED 

OMB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
tKlude Zip Code) 

WESTERN UNIVERSITY OF HEALTH SCIENCES 

309 EAST SECOND STREET 

POMONA, CA 91766-1854 

1 3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teadiing, or experimentation, or held for these purposes. Attach additional 

1 sheets if necessary.) 


FAaUTY LOCATIONSfsAes) 


HEALTH PROFESSIONS CENTER 
POMONA, CA 91766-1854 


1 REPORT OF ANMALS USED BY OR UNDER CONTROL OF RESEARCH FACIUTY (Attach additional sheers if necessary or use APHIS FORM 7023A ) \ 

A 

Animals Covered 

By The Animal 

Welfore Regulations 

B. Number Of 
animals being 
bred, 

conditioned, or 
held for use In 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet us^ for such 
purposes. 

C, Number of 
animals upon 
which teaching, 
research, 
experiments, or 
teats were 
conducted 
invutviiiy iiu 

pain, distress, or 
use of pain- 
relieving drugs. 

0. Number of aninuls upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompenying pain or 
distress to the animals 
and fui wliidi apptupiiala 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use of appropriate 
anesthetic,analgesic, or tranquilizing drugs would 
have adversely affected Ute procedures, results, or 
interpretation of the teaching, research, 
axpafiinaiilb, Suiyaty, ut (tibls. (An eAfilaiialion of 
the procedures producing pain or distress in these 
animals and the reasons such t^ugs were not used 
must be attached to this report 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C * 
D*B) 

4. Dogs 






5. Cats 






6. Guinea Pigs 

4 



34 

34 

7. Hamsters 






8. Rabbits 






9. Non-Human Primates 






10. Sheep 






11. Pigs 






12. Other Farm Animals 












13. Other Animals 
























I ASSURANCE STATEMENTS | 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 


2) Each prindpat investigator has considered alternatives to painful procedures. 

3) This fodlity Is adhering to the standards and regulations under the Act, and It has required that exceptions to the standards and regulations be spedfied and explained by the 
prindpal investigator and approved by the institutional Animal Care and Use Committee (lACUC). A aumtnaiy of alt the exceptions is attached to this annual report in 
addition to Identifying the lACUC-approved exceptions, this summary indudes a brief explanation of Ihe exceptions, as well as the spedes and number of animals affected. 


4) The attending veterinarian for this research fadlity has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACIUTY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above is true, correct, and complete (7 U.S.C. Section 2143) 

SIGNATURE OP C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

10/31/2003 


APHIS FORM 7023 (Replaces VS FORM 18-23 (Oct 88). which la obsolete PART 1 • HEADQUARTERS 

(AUG 91) 




APHIS Form 7023 Column E Explanation 


This form is intended as an aid to completing the APHIS Form 7023 Column E explanation. It is not an official form and its 
use is voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number: 93-R-0464 

2/3. Species (common name) & Number of animals used in this study: 
Guinea Pigs (34) 


4. Explain the procedure producing pain and/or distress. 

Guinea pigs are guillotined to obtain brain tissues following the protocol recommended in the AVMA Policy on Euthanasia 
( 2000 ). 

5. Provide scientific justification why pain and/or distress couid not be relieved. State methods or means used to determine 
that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see Item 6 below) 

A review of the pharmacology of currently available anesthetics indicates that anesthetetics elevate prolactin levels (as 
well as other pituitary hormones) by a direct action on the hypothalamic A12 dopamine neurons that tonically inhibit 
prolactin release. The release of prolactin adversely affects the electrophysiological records of hypothalamic slices being 
studied in the protocol. Review of the current literature of acceptable means of euthanization conducted by the PI and 
reviewed by the lACUC determined that all chemical means of euthanization would adversely impact the physiologic 
processes being investigated. Guillotining by appropriately trained personnel was determined to the the least painful 
means of euthanization available to meet the requirements of the study. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations (CFR) title 
number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


Agency: 


CFR: 



APHIS Form 7023 Additional Reported Sites 


The following additional sites have been reported by the facility. The reported sites have not been verified by APHIS and 
have been provided by the facility solely for completeness of the APHIS Form 7023 Annual Reporting submission. 


Registration Number 93-R-0464 

Customer Number: 15322 


Facility: WESTERN UNIVERSITY OF HEALTH SCIENCES 

309 EAST SECOND STREET 
POMONA, CA 91766-1854 


Site A Alumni Center Laboratories 
Site A 309 East Second Street 
Site A Pomona, CA 91 766 
Site B Healbn Professions Center 
Site B 521 East Third Street 
Site B Pomona, CA 91766 



1 hi& ler'Ht (s tequiit’d by iuw ('/ USC 2143). Failure to report according lo Ihe regulations can See reverse side for Interagency Report Cnrttini r4i> 

ie1>>ilt in an order to cease and desrsi and lo be subject lo penalties as provided for in Section 2150. additional information. 0180-DOA^AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

{VfPE OR PRINT) 

1. REGISTRATION NO. CUSTOMER NO. 

g3-R-047e 22163 

FORM APPROVE i:> 

0MB NO. 0579-0031, 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered wsh uSOa, 
include Zip Code) 

OPTIMER PHARMACDEUTICALS, INC. 

10110 SORRENTO VALLEY ROAD, STE. C 

SAN DIEGO, CA 62121 
(858) 909^736 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, lesting, teaching, or experimentation, or held for these purposes. Attach additional 
sheets ii necessary.) 



FACILITY LOCATIONSfsIes; 


10110 Sorrento Valley Road, Suite C 
San Diego, CA 92121 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY rAtfacb addUonat ahaets fnaeessary or uaa APHIS FORM 7023A ) 


A. 

Animals Covered 

By The Animal 

Wellare Ftegulations 

B. Number of 
animals being 
bred, 

condilioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C. Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
invahringno 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilising drugs were 
used. 

E, Number of animals upon which leaching, 
experimenla. research, surgery or teals were 
conducted involving accompanying pain or distress 
lo the animals and for which the use of appropriate 
anesihetic,analgeslc, or iranquilizing drugs would 
have adversely affected the procedures, mutts, or 
inlerprsistion of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures proAieinB pain or disitess In these 
animals sttd the reasons such dnigsa/ert not used 
must be attached to this report) 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols.C'» 

D«E) 

4. Dogs 






5. Cats 






c. Guinea Pigs 






7. Hamsters 

0 

no 

0 

68 

178 

H. Rabbits 






ii Non-Human Primates 






10 . Sheep 






1 1 . Pigs 






1 :v Other Farm Animals 












13. Ollier Animals 

























A*.hUNANCE STATEMENTS 


il Ptdiessionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquiliaing drugs, prior lo, during, 
luNi totiowing actual research, teaching, testing, surgery, or experlmenlatian ««re taHowad by this resaarch facility. 


7) Eiicft principal investigator has considered Bllemalives lo painful procedures. 

.1 1 Titi!. tatiliiy is adhering lo the standards and regulations under Ihe Act, and U has required that exceptions lo the standards and regulations be specified and explained by the 
rmiicipat investigator and approved by the Instiluljona) Animal Care and Use Committee (lACUC). A summary of all the exceptions la attached to this armusl report in 
jiiMiiion lo identifying the lACUCopproved exceptions, this summary includes a brief explanation of the exce^ons, as well as the species and number of animals affected. 


4) 1 iir iiiiending veterinarian for this research facility has appropriate aulhorily lo ensure the provision of adequate veterinary care and to oversee the adequacy of other 
<>»i>ocis oi animal care and use. 

CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible institutional official) 

I certify that the above is toue, correct, and complete (7 U.S.C. Section 2143) 


ftiuNAiiuac ne r e n no ikictiti mnkiei r^sc|ciAL 


NAME & TITLE OF C.E,0. OR INSTITUTIONAL OFFICIAL (Type or Print) 


DATE SIGNED 


Al’tfl!, f 
lAtiG 


7023 


(Replaces 


(Oct 85), which Is obsolete 


PART 1 - HEADQUARTERS 


OCT -2 2003 




ANNUAL REPORT OF RESEARCH FACILITY | 

Column E Explanation 


Optimer Pharmaceuticals, Inc 


1 . Registration Number: 93-R-0478 

2. Number of animals used in this study: 178 ^ 

3. Species (common name) of animals used in this study: hamster 

4. Explain the procedure producing pain and/or distress. 

The animals were used in an experimental model of Clostridium difficile-As&ociated Diarrhea (CDAD). 
CDAD is a significant problem in hospitals and in long-term care facilities. Clostridium difficile is the 
most common cause of nosocomial diarrhea in developed countries; The organism accounts for 
approximately 20% of the cases of antibiotic-associated diarrhea, and for the majority of cases of 
antibiotic-associated colitis. Fifteen to twenty per cent of hospitalized patients may carry or acquire this 
organism; approximately 10% of that number develop CDAD, which can be fatal if untreated. 

In 1977, a scientific team that included OptimCT consultant Dr. Sherwood Gorbach identified C. difficile as 
the cause of the disease, and developed the hamster model of CDAD\ In this model, which has been used 
extensively by other investigators, hamsters are pre-treated with clindamycin to disrupt the normal gut 
flora, subsequently challenged with toxigenic C. difficile, and then treated with antibiotics. 

‘infect. Immun 1978; 20(2):526-9 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods 
or means used to determine that pain and/or distress relief would interfere with test results. (For 
Federally mandated testing, see Item 6 below.) 

In the hamster model of CDAD, Clostridium difficile-mfeciQd. animals that are untreated or treated with 
ineffective experimental antibiotics progress rapidly from apparent good health to death in a period of a 
few hours. In our implementation of this model, pain is managed by limiting its duration: Animals that 
are in distress or discovered moribund are humanely euthanized wilh CO 2 gas, in compliance with the 
recommendations of the AVMA Panel on Euthanasia (J. Am. Vet. Med. Assoc. 2000;218: 669-696). 
Investigators who regularly work with this model do not provide analgesia, as the literature documents that 
analgesia would either be ineffective or interfere with the experiment regardless which of the three major 
classes to which the drug might belong: (a) opiates — e.g. buprenorphine, which may be conveniently 
given to rodents, interferes with gut motility, while specific alterations in gut motility are features of this 
disease (other accessible opiates would react similarly); (b) anti-inflammatory drugs — NSAIDs, aspirin, or 
(to a lesser extent) acetaminophen would suppress the inflammation that is an essential feature of the 
disease; acute diarrhea, relapse of inflammatory bowel disease (IBD), microscopic colitis and acute 
pancreatitis may be induced by ingestion of standard NSAIDs; hemorrhage, a feature of CDAD, might be 
exacerbated by aspirin or NSAIDs ; (c) peripherally-acting compounds such as local anesthetics or 
antihistamines would be ineffective. 

6. What, if any, federal regulations require this procedure? 

No federal regulations require this procedure. 





1^'. report Is requK’ed by law (7 USC 2143). Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided for In Section 2150. 


See reverse side for 
additional information. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PUNT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 
95-R-0002 


CUSTOMER NO. 
19 


Interagency Report Control No 
OIBO-DOA'AN 


FORM APPROVED 
0MB NO. 0579-0036 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


2. HEADQUARTERS RESEARCH FACILITY (Naim and Addnss, as registered with USDA 
kidude Zv Code) 

UNIVERSITY OF HAWAII AT MANOA 
OFFICE OF THE CHANCELLOR 
BACHMAN HALL. 2444 DOLE STREET 
HONOLULU, HI 96622 
(608)956-7651 


3. REPORTING FACILITY (List all locations where animals were housed or used irr actual research, testing, teaching, or experimentation, or held for these purposes. Attach additional 
sheets if necessary.) 


FACILITY LOCATIONS(SJies) 


See Attached Listing 

Refer to attachment (page 2) 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach addttional Sheets 3 necessxy or use APHIS FORM 70Z3A ) 


Animals Covered 
By The Animal 
Welfare Regulations 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C. Number of 

D. Number of animals upon I 

E. Number ofanimals upon which teaching. 

F. 

animals upon 

which experiments. 

experiments, research, surgery or tests were 


which teaching. 

leachirta researdr. 

conducted involving accompanying pain or distress 

TOTAL NO. 

research. 

surgery, or tests were i 

to the animals arxf for which the use of appropriate 

OF ANIMALS 

experiments, or 

conducted Involving 

anesthellc,analgesic, or tranquilizlng drugs would 


te^were 

accompanying pain or 

have adversely affected the procedures, results, or 

(Cote.C« 

conducted 

distress to the animals 

Interpretation of the teaching, research. 

D-*E) 

involving no 

and for which appropriate 

experiments, surgery, or tests. (An exptartation of 

pain, distress, or 

anesthetic, analgesic, or 

the pmceikires producing pain or Ostress in these 


use of pain- 

tranquilizlng drugs were 

animals and the reasons such drugs were not used 


relieving drugs. 

used. 

must be attached to this report) 



4. Dogs 




13. Other Animals 


olphlns 


onk Seals 


ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including appropriate use of anesthetic, analgesic, and tranquilizing drugs, prior to. during, 
and following actual research, teaching, testing, surgery, or expertmentalion were followed by this research facility. 

2) Each principal investigator has considered altematives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summaiy of all the exceptions la attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this surrsnary includes a brief explanation of the exce^ons, as wall as the species and number of animals affected. 

4 ) The attending veterinarian for this research facility has apprapriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other 
aspects of animal care and use. 


CERTIFICATION BY HEADQUARTERS RESEARCH FACILITY OFRCIAL 
(Chief Executive Officer or Legally Responsible Institutional official) 

I certify that the above Is true, correct, and complete (7 U.S.C. Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 



APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (Oct 88), which Is ( 


PART 1 - HEADQUARTERS 


'Hi. LZ iOO 







































APHIS Form 7023 Site * University of Hawaii 

October 22, 2003 

The following sites have been reported by the facility. ^ 


Registration Number: 95-R-0002 

Customer Number: 19 

Facility: UNIVERSITY OF HAWAII AT MANOA 

OFFICE OF THE CHANCELLOR 
BACHMAN HALL. 2444 DOLE STREET 
HONOLULU. HI 96822 
(808) 956-7651 


UNIVERSITY OF HAWAII AT MANOA 
OFFICE OF THE CHANCELLOR 
BACHMAN HALL. 2444 DOLE STREET 
(MANY BUILDINGS) 

HONOLULU. HI 96822 


ANNUAL REPORT OF RESEARCH FACILITY - 2002-2003 


Reporting Facility (This listing represents all locations where animals were housed or used in actual, research, 
testing, teaching, or experimentation or held for these purposes.) 


For the Reporting Period - October 1, 2002 to September 30, 2003 the following locations (facilities and 
laboratories) were used by Registrant 95-R-0002. 

U of HI - Biomedical Sciences Building 
1 960 East-West Road 
Honolulu, HI 96822 
County of Honolulu 

U of HI - Snyder Hall Floor Contact 

2538 McCarthy Mall (808) - 956-8770 

Honolulu, HI 96822 
County of Honolulu 


Contact: 

(808) -966-8770 


U of HI - Auxiliary Services Building Contact: 

1951 East-West Road (808) - 956-8746 

Honolulu, HI 96822 
County of Honolulu 

U of HI - Institute for Biogenesis Research 
1960 East-West Road 
Honolulu, HI 96822 
County of Honolulu 

U of HI - Bekesy Laboratory of Neurobiology Contact: 

1993 East-West Road 
Honolulu, HI 96822 
County of Honolulu 

U of HI - Kewalo Basin Dolphin Research Laboratory 
11 29 Ala Moana Blvd. 

Honolulu. HI 96814 
County of Honolulu 

U of HI - Woodlawn Small Animal Facility Contact: 

2721 Woodlawn Drive 
Honolulu, HI 96822 
County of Honolulu 

U of HI - Marine Mammal Research Program 
Hawaii Institute of Marine Biology 
Coconut Island, P.O. Box 116 
Honolulu. HI 96734 
County of Honolulu 

U of HI - Waikiki Aquarium 
2777 Kalakaua Ave. 

Honolulu, HI 96815 
County of Honolulu 


Contact: 

(808) - 923-9741 


Contact: 

(808) - 236-4001 


Contact: 

(808) - 538-0067 


Contact; 

(808) - 956-8746 







Reporting Facility - University of Hawaii 
October 22, 2003 
Pages 


Column E Explanation (#1) 

1. Registration Number: 95-R-0002 (Customer U1 9) 

2. Number of animals used in the study. 149 

3. Species (common name) of animals used in the study: Hamsters 

4. Explain the procedures producing pain and/or distress. 

One-hundred forty-nine (149) Golden Syrian Hamsters were used by one University of 
Hawaii (UH) Principal Investigator (PI) in the continuation of a study entitled “Effects of 
Novel Anti-Depressant Compounds in a Visible Burrow System” . The Pi's research 
investigates the effects of treatments of novel antidepressant compounds on chronic 
social stress and the behavioral and brain systems involved in defense and depression. 

The Pi explains that the study uses animal subjects for testing levels of aggression in a 
Resident-Intruder paradigm. In the paradigm, an intruder hamster is placed into the 
homecage of the resident. The model involves transient/distress to both the resident 
and intruder. Because hamsters, like other rodents, are territorial, the resident will 
protect its cage by engaging in defensive behavior. The PI explained that hamsters are 
an ideal model because these animals are the most frequently utilized species in 
studying vassopressin and aggression: therefore, the species behavioral profile in 
agonistic encounters is well documented. 

A CRF (Corticosteroid Releasing Factor) is administered to the resident animals and the 
agent affects on aggressive behavior is assessed. The PI tested several proprietary 
compounds during the study. 

5. Provide scientific justification why pain and/or distress could not be relieved. State 
methods or means used to determine that pain and/or distress would interfere with test 
results. (For Federally mandated testing, see Item 6 below). 

Since the study involved the administration of the putative antidepressant in the intruder, 
the administration of anesthetics or pain-relieving drugs would interfere with the ability to 
effectively evaluate the compounds being tested by preventing normal patterns of 
behavior. In addition, the use of anesthetics in the intruder may have interfered with the 
response to the resident and further influence the behavior of the resident by providing 
an olfactory cue that may have functioned to reduce aggression. The PI affirmed that 
the aggressive behavior observed was considered to be relatively light and bites did not 
involve the breakage of skin of the intruder. The resident/intruder pairing last no more 
than a maximum of 15 minutes but terminated earlier if an animal subject incurred four 
bites before the end of the test. 

6. What, if any, fedeal regulations require this procedure? Cite the agency, the code of 

federal regulations (CFR) title number and the specific section number (e.g., APHIS, 
CFR 1 1 3.1 02): Not Applicable (N/A) 


Agency: 


(N/A) 


CFR: 


(N/A) 




Reporting Facility - University of Hawaii 
November 12, 2003 
Page 4 


Column E Explanation (#2) 

1. Registration Number: 95-R’-0002 (Customer 9) 

2. Number of animals used in the study, 3 

3. Species (common name) of animals used in the study: Rabbits 

4. Explain the procedures producing pain and/or distress. 

Three (3) New Zealand White rabbits were used by one Principal Investigator (PI) in the 
continuation of a study entitle d “Development of a MSP1 -d 42 Subunit Vaccine for 
Malaria” . The objective of the research was to test a candidate malaria vaccine, that has 
been shown to have good antigenic properties and is produced at high levels for 
protective antibody response in animal host One of the main objectives of this study 
was to compare the effect of several alternative adjuvants which are potential 
candidates for use in humans for their ability to elicit the desired immune response. 
Positive results from the immunization of rabbits would allow the recombinant malaria 
antigens to be advanced as a serious vaccine candidate to be later test in non-human 
primates 

The PI explained that rabbits immunized with the candidate malaria vaccine combined 
with the proposed adjuvants to test for the ability to generate serum antibodies that are 
capable of killing malaria parasites in an in-vitro assay. The in-vitro assay has been 
shown to be a surrogate marker for in-vivo protective immunity against malaria 
infections. 

The three rabbits assigned to the E pain and/or distress category are those animals that 
received Freund’s adjuvant which is considered to cause some discomfort at the 
injection sites. The administration of Freund’s adjuvant is being used as a control so 
that comparisons can be made to the other adjuvants being tested. If the experiments 
proved to be successful in identifying an adjuvant the provides results approximately 
equal to that elicited by Freund’s treated animals, then the PI will no longer require the 
use of Freund’s adjuvant as a control. 

The rabbits that served as controls did not appear to be in any distress during the study. 

5. Provide scientific justification why pain and/or distress could not be relieved. State 
methods or means used to determine that pain and/or distress would Interfere with test 
results. (For Federally mandated testing, see Item 6 below). 

If the rabbits that were treated with Freund’s adjuvant were observed to exhibit behavior 
that was associated with pain and/or distress, the animals would have been removed 
from the study by the PI. The University attending veterinarian wouid have then 
administered pain-reiieving drugs and medications. 

Additional justification whv pain and/ or distress could not be relieved. Explanation whv 
CFA is required in the study : 

The PI explained that the objective of this project is to test a candidate malaria vaccine 
that has been shown to have good antigenic properties and is produced at high levels, 
for protective antibody response in animal hosts. One of the main goals of this study is 
to compare the effect of several alternative adjuvants that are potential candidates for 
use in humans for their ability to elicit the desired immune response. The strategy being 
employed requires screening of adjuvants in mice and rabbits, selecting an adjuvant 


Mn\/ 9 d '/IKj 



Reporting Facility - University of Hawaii 
November 12, 2003 
Page 5 


Column E Explanation (#2) 

formulation that is suitable for human use. and then testing the selected adjuvant 
formulation in a relevant monkey challenge model. A successful outcome in a malaria 
challenge experiment with an adjuvant that is suitable for human use would be a major 
advancement in the field of malaria vaccine development 

The PI explained that the development of a malaria blood-stage vaccine faces two major 
obstacles. These are the lack of a established assay for assessing immunological 
relevance with out conducting a monkey challenge study and the only adjuvant that has 
been repeatedly demonstrated to result in a relevant immune response with candidate 
vaccines is CFA. 

The work in this study is designed to identify an adjuvant formulation other than CFA for 
use in a malaria blood-stage vaccine containing a MSP-1 subunit antigen. The PI has 
chosen to utilize the ability to generate serum antibodies that are capable of killing 
malaria parasites in an in-vitro assay as the assay to screen various adjuvant 
formulations. This in-vitro assay has been shown to be a surrogate marker for in vivo 
protective immunity against malaria infections. CFA is the only adjuvant that has been 
demonstrated to reproducibly result in the generation of such serum antibodies. 
Therefore, in the experiments for screening adjuvants will need to include a group of 
animals that receive vaccine formulated with CFA to provide a standard to compare all 
other vaccine formulations. CFA is still widely used by malaria researchers. It is the PTs 
goal to Identify an adjuvant to replace the use of CFA due to its tendency to cause pain 
and distress in experimental animals and that it cannot be used in humans. 

The PI confirmed that none of the rabbits that served as controls, those receiving CFA 
appeared to be in any distress during the course of the studies. Furthermore, these 
studies have successfully identified an alternative adjuvant formulation and the PI will no 
longer use CFA adjuvant with MSP-1 subunit vaccine candidates. 

6. What, if any, fedeal regulations require this procedure? Cite the agency, the code of 
federal regulations (CFR) title number and the specific section number (e.g., APHIS, 

CFR 113.1 02): Not Applicable (N/A) 

Agency: (N/A) CFR: (N/A) 


m 2-1 


Ik . 



j Reporting Facility - University of Hawaii 

November 12, 2003 
Page 6 

Ccjlumn E Explanation (#3) 

1. Registration Number: p5-R-0002 (Customer U1 9) 

2. Number of animals used in th^ study. 12 

3. Species (common name) of ai^imals used in the study: Rabbits 

4. Explain the procedures produdng pain and/or distress. 


5. 


Twelve (12) New Zealand Whi^e rabbits were used by one University of Hawaii (UH) 
Principal Investigator (PI) in the continuation of a study entitle d “Immune Pathways as 
Prerequisite for Adjuvants’ Efficacies” . The overall goal of this study is to dissect the 
immunological requirements for adjuvant’s efficacies. The PI largely uses mice that are 
genetically deficient in a number of selected immune mediators and evaluate the 
immunopotentiating activities qf several non-toxic adjuvants in inducing antibody and cell 
mediated immune responses tb a candidate malaria vaccine. The PI extended the 
evaluation of the efficacies of the adjuvants to different animal species. At this time 
rabbits were also used in the study. The PI Justifies that a better understanding of the 
mode of action of adjuvants will allow rational design of the next generation of adjuvants 
with increased potency and further reduced toxicity 

The twelve rabbits assigned to the E pain and/or distress category are those animals 
that received Freund’s adjuvark which is considered to cause some discomfort at the 
injection sites. The PI affirms that currently Complete Freund’s Adjuvant (CFA) is the 
only adjuvant that reliably generates a biologically active antibody response in rabbits 
using the candidate vaccine. Therefore, to compare the efficacy of different vaccines, 
the Pi’s research group required the use of CFA. 

The rabbits that were treated with CFA did not appear to be in any distress during the 
study. 

Provide scientific justification why pain and/or distress could not be relieved. State 
methods or means used to determine that pain and/or distress would interfere with test 
results. (For Federally mandatcjd testing, see Item 6 below). 

If the rabbits that were treated Mh CFA were observed to exhibit behavior that was 
associated with pain and/or distress, the animals would have been removed from the 
study by the PI. The Universiw attending veterinarian would have then 
administered pain-relieving dmgs and medications. 


Additional justification whv 


CFA is required in the stud 


)ainland/ or distress could not be relieved. Explanation wh 


The PI explained that adjuvantsli are once thought of as non-specific potentiators of 
immune responses. The PI claims there is mounting evidence that adjuvants can have 
effects on the quality of immunb responses; namely, they can affect the specificity of 
immune responses. The Pi’s laboratory found that using CFA together with a malaria 
vaccine enables animals to dev&lop specific anti-malaria antibodies that kill the malaria 
parasites. While other non-toxic adjuvants can induce antibodies to the malaria 
parasites, these antibodies havq been do not kill the parasites. CFA is able to induce a 
special type of antibody that most other adjuvants cannot. One of the research objects 
is to replace CFA with other nori-toxic adjuvants during immunization with malaria 
vaccines. Because the Pi does not know what kind of antibody will kill the malaria 
parasites, they need to use CFA as a positive control adjuvant for the malaria vaccines. 
Therefore, if animals that receive CFA/malaria vaccines do not develop parasite killing 

N(]V ; 



Reporting Facility > University of Hawaii 
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Page? 


Column E Explanation (#3) 

antibodies, the PI suspects that the vaccine itself has not been optimized. If other 
adjuvants in combination with malaria vaccines do not induce parasite killing antibodies, 
but, the CFA/malaria vaccine does, then the Pi can conclude that the non-toxic 
adjuvants that are being tested are not efficacious, if this is the case, then the research 
will move on to test other non-toxic adjuvants. 

What, if any, fedeal regulations require this procedure? Cite the agency, the code of 
federal regulations (CFR) title number and the specific section number (e.g,, APHIS, 
CFR 1 1 3. 1 02); Not Applicable (N/A) 


Agency: 


(N/A) 


CFR: 


(N/A) 



This report IS required by law (7 DSC 2143) Failure to report according to the recjiilalions can 
result in an order to cease and desist and to be sub|ect to penalties as provided lor in Section 2150 


See reverse side lor''<^ ^ 
additional inlormation. 


Interagency Report Control No 
0180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 



^■3 


FORM APPROVED 
0MB NO 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA 
include Zip Code} 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


Depr. of Veterans Affairs National Headquarters 
810 Vermont Avenue, NV 
Washington, DC 20420 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experirnenlalion, or held lor these purposes. Attach additional 
sheets it necessary.) 


FACILITY LOCATIONS (Sites) 


525 V A Medical Center 


0 Belmont Street (Brockton uiv 
Brockton, MA 02301 



1400 VFW Parkway (West Roxbury Division 
West Roxbury, MA 02132 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adiditinnal sheets it necessary or use APHIS FORM 7023A ) 



B. Number oh 
animals being 
bred. 

conditioned, or 
held tor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 


C Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain' 
retieving drugs. 


D. Number ol animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and tor which appropriate 
anesthetic, analgesic, or 
Iranquilizing drugs were 
used 


Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted Involving accompanying pain or distress 
to the animals and lor which the use ol appropriate 
anesthetic, analgesic, or Iranquilizing drugs would 
have adversely aftected the procedures, results, or 
interpretation ot the leaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 


total no. 
OF ANIMALS 


(Cols. C + 
0 + E) 


5. Cats 


6. Guinea Pias 


7. Hamsters 


8. Rabbits 



ASSURANCE STATEMENTS 


1). Professionally acceplable standards governing the care, Irealrneni, and use ol animals, including approriale use ol anesthetic, analgesic, and tranquilizing drugs, prior to, during, 
and following actual research, leaching, testing, surgery, or experimentation were lollowed by this research lacilily. 


2). Each principal investigator has considered alternatives to painlul procedures 


3). This lacilily is adhering to the standards and regulations under Ihe Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Insliliilional Animal Care and Use Committee (lACUC) A summary of all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a briel explanation ot Ihe exceptions, as well as the species and number ot animals allecied. 


4). The attending veterinarian lor this research lacilily has appropriate authority to ensure Ihe provision ol adequate veterinary care and to oversee the adequacy ol other aspects ol 
animal care and use. 


CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I cerlily that Ihe above is true, correct, and complete (7 DSC Section 2143). 


I 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 


NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 


DATE SIGNED 


ystera 


lim 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (OCT 88), which is ubsoleie ) 


PART 2 ■ SECTOR CFFtCE 


























This report is required by law (7 DSC 2143) Failure lo reporl acr.ordiny to Ihe regulalions can 
result in an order lo cease and desist and to be subject to penalties as provided lor m Section 2150. 


UNITED states DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


See reverse side lor 
additional inlormation. 


1. REGISTRATION NO. 


14-V-004 

^ -T:. ■ 


Interagency Reporl C(inlrol No 
0180-OOA-AN 


FORM APPROVED 
0M8 NO 0579-0036 


2- HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA 
include Zip Code) 

Department of Veterans Affairs Central Office 
810 Vermont Avenue, NW 
Washington, DC 20420 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, leaching, or experimentation, or held lor these purposes. Attach additional 
Sheets il necessary.) 


FACILITY LOCATIONS (Sites) 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adiditinnal sheets il necessary or use APHIS FORM /’023A.) 


Animals Covered 
By The Animal 
Wellare Regulalions 


B. Number o< 
animals being 
bred. 

conditioned, or 
held lor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 


C Number ot 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 


Number ul animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress lo Ihe animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranquili^ing drugs were 
used 


Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
lo Ihe animals and lor which Ihe use ol appropriate 
anesihelic, analgesic, or iranquilizing drugs would 
have adversely allecled Ihe procedures, results, or 
interpretation ot the leaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 


total no. 

OF ANIMALS 


(Cols. C + 
D + E) 


4. Doqs 


5. Cats 


6. Guinea Pins 


7. Hamsters 


8. Rabbits 


9. Non-human Primates 


10. Shee 


11. Pios 


12. Other Farm Animals 


13. Other Animals 




ASSURANCE STATEMENTS 


t). Prolessionally acceptable standards governing the care, treatment, and use ol animals, including approriale use ol anesihelic, analgesic, and tranquiliiiing drugs, prior lo, during, 
and lollowing actual research, leaching, testing, surgery, or experimentation were lollowed by this research tacility. 

2) . Each principal investigator has considered alternatives to painlul procedures. 

3) . This lacility is adhering lo the standards and regulalions under the Act, and it has required that exceptions lo Ihe standards and regulalions be specilied and explained by Ihe 

principal investigator and approved by Ihe Institutional Animal Care and Use Committee (lACUC) A summary ol all such exceptions is attached to this annual report. In 
addition lo identilying the lACUC-approved exceptions, this summary includes a briel explanation ol Ihe exceptions, as well as the species and number ul animals allected. 

4) . The attending veterinarian tor this research tacilily has appropriate authority lo ensure Ihe provision ol adequate veterinary care and to oversee Ihe adequacy ol other aspects ol 

animal care and use. 


CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I certily that Ihe above is true, correct, and complete (7 U S C Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 


AJ»HIS FORM 7023 
(AUG 91) 




(Replaces VS FORM 18-23 (OCT 88). wnicn is uosolete ) 


PART 2 • SECTOR OFRCE 


























This reporl is required by law (7 USC 2M3) Failure lo report accurding lo ihe regulalioiis can See reverse side lor Inleragency Reporl Conirol No 

result in an order (o cease and desist and to be subject to penalties as provided lor in Section 2150 additional information 0180-OOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. i 

18-V-002 -#■ 

FORM approved 

OMB NO 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRIMT) 

V 

2- HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered witfi USDA 
include Zip Code) 

Department of Veterans Affairs 

Research and Development Computing Center (151A; 
103 South Gay Street, Room 400 

Baltimore, HD 21202-4051 

3. REPORTING FACILITY (List all locations where animals were housed or used m actual research, testing, teaching, or experirneiilalion, or held lor these purposes. Attach additional 
sheets il necessary.) 


FACILITY LOCATIONS (Sites) 


VA Connecticut Healthcare Systen (689) 
^ 90"CaiBpboll Av e nue 


Heat Haven, CT O6516 

^BEPOR^^^^NIMAL^^SE^^^^^^JNDE^^ONTRO^^^^ESEARC^^AciLi^^A//ac/^di</diona^heef^^iecessar^^^is^^PH/^^Ofl^^02^T 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number ol 
animals being 
bred, 

conditioned, or 
held lor use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C Number ol 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

U. Number ul animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress lo Ihe animals 
and lor which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used 

E. Number ol animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and tor which Ihe use ol appropriate 
anesthetic, analgesic, ur tranquilizing drugs would 
have adversely allecled the procedures, results, or 
interpretation ol the leaching, research, 
experiments, surgery, or tests. (An explanation ol 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must he attached lo this report). 

F. 

TOTAL NO 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 

0 

0 

0 

0 


5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

0 

0 

0 

0 

0 

7. Hamsters 

n 

n 

0 

0 

0 

8. Rabbits 

0 

0 

9 

0 

9 

9. Non-human Primates 

1? 

0 

26 

n 

26 

10. Sheep 

n 

n 

n 

0 


1 1 . Pias 

0 

0 

0 

n 

n 

1 2. Other Farm Animals 












1 3. Other Animals 







1^1 

n 

ft6 

n 

86 














I ASSURANCE STATEMENTS 


t) Professionally acceptable slandards governing Ihe care, treatment, and use ol animals, including approriate use ol anesthetic, analgesic, and tranquili^ing drugs, prior lo, during, 
and following actual research, leaching, testing, surgery, or experimentation were lollowed by Ihis research facility. 

2) . Each principal investigator has considered alternatives lo painful prrxedures. 

3) . This lacility is adhering to Ihe slandards and regulations under Ihe Act, and it has required that exceptions lo Ihe slandards and regulations be specilied and explained by the 

principal investigator and approved by the Insliluliunal Animal Care and Lise Committee (lACUC) A summary of all such exceptions is attached to this annual report. In 
addition lo identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as Ihe species and number ol animals allecled. 


4). The attending veterinarian tor Ihis research facility has appiopriale authority lo ensure the provision of adequate veterinary care and lo oversee Ihe adequacy ol other aspects of 
animal care and use. 



APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (OCT 88), which is obsolete ) 


PART 2 • SECTOR OFFICE 





















This reporl is required by law {7 USC 2143) Failure lo reporl according to Ihe regijlallons can 
result in an order to cease and desist and to be sub|ect to penalties as provided tor in Section 2150 


See reverse side tor 
additional information 


Inleraijency Report Coniri 
0180-OOA-AM 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. rfx. 5 ^7 

.v --cci a. 

FORM APPROVED 

0MB NO 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 
include Zip Code) 

ANNUAL REPORT OF RESEARCH FACILITY 

{TYPE OP PRINT) 

Dept, of Veterans Affairs 
810 Vermont Avenue, NW 
Washington, DC 20420 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held lor these purposes. Attach additional 

sheets it necessary ) | 


FACILITY LOCATIONS (SitesJ 


Depc of Veterans Affairs Medical Center 
University & Woodland Avenue 
Philadelphia, PA 19104 




A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number ol 
animals being 
bred, 

conditioned, or 
held tor use m 
teaching, lesling, 
expierimenis, 
research, or 
surgery but not 
yet used lor such 
purposes. 

C Number ol 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
Involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

h' Number ol animals upon 
which experiments, 
teaching, research, 
surgery, or lesls were 
conducted involving 
accompanying pain or 
distress to Ihe animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranqiiilizing drugs were 
used 

E. Number ol animals upon which leaching, 
experimenis, research, surgery or lesls were 
conducted involving accompanying pain or distress 
to Ihe animals and lor which the use ol appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely aftecled Ihe procedures, results, or 
interpretation of the leaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were n6t used 
must be attached to this report). 

F. 

TOTAL NO 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 

0 

0 

0 

“D 

— 0 

5. Cats 

2 

0 

18 

0 

18 

6. Guinea Pigs 

0 

0 

0 

0 

0 

7. Hamsters 

0 

0 

0 

0 

0 

8. Rabbits 


0 

12 

0 

12 

9. Non-human Primates 

5 

0 

10 

0 

10 

10. Sheep 






11. Pias 






12. Other Farm Animals 












1 3. Other Animals 

























I ASSURANCE STATEMENTS 


1) . Professionally acceptable slandards governing the care, treatment, and use ol animals, including approriale use of anesthetic, analgesic, and lranquilii!ing drugs, prior to, during, 

and following actual research, teaching, testing, surgery, or experimentation were followed by this research facility. 

2) . Each principal investigator has considered alternatives to paintui procedures 

3) . This facility is adhering to the standards and regiilalions under the Act, and it has required that exceptions lo the slandards and regulations be specified and explained by the 

principal investigator and approved by Ihe Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as Ihe species and number ol animals affected. 


4). The attending veterinarian lor this research facility has appropriate auihorily to ensure Ihe provision ol adequate veterinary care and lo oversee the adequacy ol other aspects cl 
animal care and use. 


CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

1 certify that the above is true, correct, and complete (7 U S C Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 

H 6h 


APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88), which is obsolete ) 

(AUG 91 ) part 2 • SECTOR OFFICE 


















































This report is required by law (7 USC 2143) Failure lo report according lo the regulalions can 
result in an order to cease and desist and to be sub|ecl to penalties as provided for in Section 2150. 


See reverse side lor 
additional inlormalion 


Interagency Report Control No 
0180-OOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
animal and plant HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. i 

:?i-v-002 Lik^ 

FORM APPROVED 

0MB NO 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA 
include Zip Code) 

Dept, of Veterans Affairs Natl. Headquarters 

810 Vermont Ave./ N.W. 

Washington/ DC 20420 

3. REPORTING FACILITY tLisi all locations where animals were housed or used in actual research, testing, leaching, or experimeiitaiioii, or held lor these purposes. Attach additional 
sheets il necessary.) 


FACILITY LOCATIONS (Sites) 


V.A.W.N.Y. Healthcare System 

Railpy 

Buffalo/ New York 14215 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adulitmnal sheets il necessary or use APHIS FORM 7022A.) 


A. 

Animals Covered 

By The Animal 

Welfare Regulalions 

B. Number of 
animals beirrg 
bred. 

conditioned, or 
held' for use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 

C Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

0. Number ol animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress lo the animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranquilizing drugs were 
used. 

E Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
lo the animals and lor which the use ol appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely allecled Ihe procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation ol 
the procedures producing pain or distress 'in these 
animals and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Doqs 






5. Odts 


16 



16 

6. Guinea Pigs 






7. Hamsters 






8. Rabbits 


1 

64 


65 

9. Non-human Primates 






10. Sheep 



17 


17 

11. Pios 



6 


6 

1 2. Other Farm Animals 












1 3. Other Animals 






Rats 

316 

938 

128 


1066 

Mice 

128 

230 

777 


1192 

Nude/Scid/KO Mice 

238 


348 


348 


jTsSU^NCE^^^^EmS 


1). Prolessionally acceptable siandards governing the care, Irealment, and use ol animals, including approriaie use ol anesthetic, analgesic, and tranquilizing drugs, prior lo, during, 
and lollowing actual research, teaching, testing, surgery, or experimentation were lollowed by this research lacility. 


2) . Each principal invesligalor has considered alternatives to painlul procedures. 

3) . This lacility is adhering lo the siandards and regulations under the Act, and it has required that exceptions to the standards and regulalions be specilied and explained by the 

principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In 
addition lo idenlilying the lACUC-approved exceptions, this summary includes a briei explanation ol the exceptions, as well as the species and number ol animals allecled 


4). The attending veterinarian lor this research lacility has appropriate authority to ensure the provision ol adequate veterinary care and lo oversee the adequacy ol other aspects ol 
animal care and use. 


CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(ChiefExecutive Officer or Legally Responsible Institutional Official) 

I cerlily that the above is true, correct, and complete (7 U.S.C. Section 2143). 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 


name & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 


DATE SIGNED 


itm 

\/c cncuLt /OCT 88) which is obsolete ) 










































This.repori is required by law (7 U5C 2143) Failure 10 report according to the regulations can See reverse side lor 

result in an order to cease and desist and lo be subieci lo penalties as provided tor in Section 2150 additional information 

liilerayency Report C 
OiaO-DOA-AN 

r^nlroi 1..0 

UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


FORM APPROVED 

0MB NO 0579-0036 

2 . HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA 
inctude Zip Code) 

Department of Veterans Affairs 

Central Office 

810 Vermont Avenue, MW 

Washington, DC 20420 

3 . REPORTING FACILITY (List all locations where animals were housed or used in actual reseaich, lesliiig, leaching, or experimenlaiiun, or held lor these purprjses. Attach additional 
sheets il necessary ) 


FACILITY LOCATIONS (Sites) 


VA Pittsburgh Healthcare System 

Un i Vfqr?;T f-.y Drivta r 

Pittsburgh, PA 15240 


plEPORT^iiF^NIIMAL^^SE^B^O^UNDE^CONTRO^O^^ESEARC^FACILi^^Attac/^i<)t)!liniia7Thtjie?^^ieces5ao^^!rse^APW^^OHM^it>?^^ 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred. 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet tfsed lor such 
purposes. 

C Number of 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
Involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

Q Number of animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranquiii^ing drugs were 
used 

E. Number ot animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
lo the animals and lor which the use ol appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation ol the teaching, research, 
experiments, surgery, or tests. (An explanation ol 
the procedures producing pain or distress in these 
animats and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D -f E) 

4. Dogs 



0 


0 

5. C3tS 






6. Guinea Pigs 


0 



0 

7. Hamsters 






8. Rabbits 


24 



24 

9. Non-human Primates 






10. Sheep 






11. Pigs 


0 



0 

12. Other Farm Animals 












13. Other Animals 

























I ASSURANCE STATEMENTS 


1) Prolessionally acceptable standards go\/erning the care, liealmenl, and use ol animats, including approriale use ol anesthetic, analgesic, and Iranquili^mg drugs, prior to, during, 
and lollowing actual research, leaching, lesling, surgery, or experimentation were followed by this research lacilily. 

2) . Each principal investigator has considered alternatives lo painlul procedures 

3) . This lacilily is adhering to the standards and regulallons under the Act, and it has required that exceptions lo the standards and regulations be specified and explained by the 

principal investigator and approved by the Insiiliitiunal Animal Care and Use Committee flACUC). A summary of all such exceptions is attat^iVd to this annual report. In 
addition to idenlllying the lACUC-appruved exceptions, this summary includes a brief explanation ol the exceptions, as well as the species atfd number ol animals allecled. 

4) . The attending veterinarian lor this research facility has appiopiiale aulhurily lo ensure the provision ol adequate veterinary cqpeahd lo oversee the adequacy ol other aspects ol 


animal care and use. 



CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

1 certify lhal the above is Irue, correct, and complete (7 U S C Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. O^lJN.^TITUTIOhlAir-OFPiciAL fType or Print) 

DATE SIGNED 

'ink 


APHIS FORM 7023 
(AUG 91) 


(Replacus VS FORM 18-23 (OCT 88), which is obsolete ) 


PART 2 - SECTOR CFPtCE 































This repoft IS required by law (7 USC 2143) Failure lo report accordiny to the reyiilalions can 
result in an order lo cease and desisl and lo be subject lo penalties as provided lor in Section 2150 


See reverse side lor 
additional inlormalion. 


Inlerayency Report Control No 
OI80-OOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


FORM APPROVED 

OMB NO 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

2 . HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA 
include Zip Code) 

Dept of Veterans Affairs Central Office 

Vermont Avenue N.W. 

Washington DC 20420 

3 . REPORTING FACILITY (List alt locations where animals were housed or used in actual research, lesling, teaching, or experimentation, or held lor these purposes. Attach additional 
sheets il necessary.) 


FACILITY LOCATIONS <Sdes7 


VA New York Harbor Healthcare System 
800 Poly Place Brooklyn tJY 11209 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach aJiMional sheels 1 / necessary or use APHIS FORM 702'JAJ 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number ol 
animals being 
bred, 

conditioned, or 
held lor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 

C Number ol 
animats upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

O' Number ol animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress lo the animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranquili 2 ing drugs were 
used 

E. Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and tor which the use ol appropriate 
anesthetic, analgesic, or tranquili 2 ing drugs would 
have adversely allected the procedures, results, or 
interpretation ol Ihe teaching, reseaich, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report) 

F. 

total no 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 

0 

0 

1 

0 

i 

5. Cats 

0 

0 

0 

n 

n 

6. Guinea Pigs 

5 

0 

58 

n 

58 

7. Hamsters 

0 

0 

0 

n 

n 

8. Rabbits 

0 

0 

36 

n 

36 

9. Non-human Primates 

0 

0 

0 

0 

0 

10. Sheep 

0 

0 

0 

n 

n 

1 1 . Pigs 

n 

0 

0 

n 

{T 

1 2. Other Farm Animals 

IRHIH 


0 

n 

U 

n 







13. Other Animals 






Rats 

2 S 

0 

343 

n 

mmm 

Mice 

227 

0 

220 

n 

220 

S’roba 

n 

n 

1 2 

n 

1 7 


ASSURANCE STATEMENTS 


1) Proiessionally acceptable standards governing the care, treatment, and use ol animals, including approriale use ol anesthetic, analgesic, and tianquili, 2 ing drugs, prior lo, during, 
and lollowtng actual research, leaching, testing, surgery, or experimentation were lollowed by this research laciliiy 

2) . Each principal investigator has considered alternatives to paintui procedures 

3) . This laciliiy is adhering lo the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specilied and explained by the 

principal investigator and approved by the Inslitutiunal Animal Care and Use Committee (lACUC) A summary of all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-appruved exceptions, this summary includes a brief explanation ol the exceptions, as well as the species and number of animals allected. 


4). The attending veterinarian tor this research facility has appropriate authority lo ensure the provision ol adequate veterinary care and to oversee the adequacy ol other aspects of 
animal care and use. 


CERTIFICATION BY IIEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

1 certify lhal Ihe above is true, correct, and complete (7 U S C Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAfc E OF C.E.O. OR INSTlTliTION,^ OFFICIAL (Type or Print) 

J 

DATE SIGNED 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (OCT 88). which is 


PART 2 * 3ECTCR OFFICE 




































This ruporl is n-cjuired by Ijw (7 USC 2\43} Fijilurt’, lo reporl ticctirdiny hi !!»■ leijiildlKins cdii 
resuK in an order to cease and desist and lo be siiti|ecl to penalties as provided for in Section <;150 


Sim; reverse siite lor 
additional intorrnalion 


Inleragfiicy Reporl Control N<, 
OIBO-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. 

21-V-006 

FORM APPROVED ' 

OMB NO 0579-0036 

C-'.. C ^ 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

.. . 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

Department lof Veterans Affairs Central Office 
810 Vermont Ave. 

Washington, DC 20420 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held tor these purposes. Attach additional 
sheets if necessary.) 

FACILITY LOCATIONS (Sites) - 

^ 632 VA Medical Center, 79 Middleville Rd 
Northport, NY 11768 

. ■ ■ ,V' 



I REPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FACILITY (Attach adkiitioiial sheets U necessary Of use APHIS FORM r023A) | 


A. 

Animals Covered 

By The Animal 

Welfare Regulalions 

B, Number of 
animals being 
bred, 

conditioned, or 
held lor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C Number of ' ■ 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

D- Number dl animals upon 
■ which experiments, ’ 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress lo the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number ol animals upon which teaching, -A 

experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
lo the animals and lor which the use ot appropriate 
anesthetic, analgesic, or Iranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation ol 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

0 + B) 

4. Dogs 

0 




0 

5. Cats 

0 




0 

6. Guinea Pigs 

10 


70 


70 

7. Hamsters 

0 




0 

8. Rabbits 

0 




0 

9. Non-human Primates 

0 




0 

10. Sheep 

0 




0 

11. Pios 



2 


2 

1 2. Other Farm Animals 





0 







1 3. Other Animals 






Mice 

400 

8920 


23 

8943 

Rats 

10 


120 

18 

138 








I ASSURANCE STATEMENTS — h— ^ 


1) Professionally acceptable standards governing the care, treatment, and use of animals, including approriale use ot anesthetic, analgesic, and Iranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were fottowed by this research facility. 

2) . Each principal investigator has considered alternatives to painful procedures 

3) . This facility is adhering lo the standards and regulalions under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 

principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In 
addition lo identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4). The attending veterinarian tor this research facility has appropriate authority to ensure the provision of adequate veterinary care and lo oversee the adequacy ot other aspects ot 
animal care and use. 


CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Oflicial) 

1 certify that the above is true, correct, and complete (7 USC Section 2143). 

SIGt E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (OCT 88), which is obsolete ) 


PART 1 • HEADQUARTERS 











































This report is required by low (7 USC 2)4'J) Failure to report accorrjintj to Ihe reQiilations can 
result in an order to cease and desist and to be sub|ect to penalties as provided lor in Section 2t50 


See reverse side lor 
additional inlormation. 


Interagency Report Control No 
0180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


1. REGISTRATION NO. 

21-V“007 - 


FORM APPROVED 
0MB NO 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA 
include Zip Code) 


Department of Veterans Affairs Control Off 
810 Vermont Ave NW 
Washington, DC 20420 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held lor Ihese purposes. Attach additionat 
sheets il necessary.) 


FACILITY LOCATIONS (Sites) 


VA Medical Center 


800 Irving Ave 
Syracuse, NY 13210 


Department Of Lab Animal Resources 


SUNY HSC 766 Irving Ave 
Syracuse NY, 13210 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adiditional sheets it necessary or use APHIS FOPM TOZSA.) 


Animals Covered 
By The Animal 
Wellare Regulations 


B. Number ol 
animals being 
bred, 

conditioned, or 
held lor use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 


C Number ot 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs 


Number ol animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accoinpxanying pain or 
distress to the animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranquilijing drugs were 
used 


E. Number ol animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and tor which the use ol appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely ailected Ihe procedures, results, or 
interpretation ol the leaching, research, 
experiments, surgery, or lests (An explanation of 
the procedures producing pain or distress in these 
animals and Ihe reasons such drugs were not used 
must be attached to this report) 


TOTAL NO 
OF ANIMALS 


(Cols. C + 
D + E) 


4. Dogs 


5. Cats 


6. Guinea Piqs 


7. Hamsters 


8. Rabbits 


9. Non-human Primates 



assurance STATEMENTS 


t). Professionally acceptable standards governing the care, treatment, and use of animals, including approriale use ol anesthetic, analgesic, and lranquili.^ing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were lollowed by this research facility. 

2) . Each principal invesligalor has considered alternatives to paiiilul procedures. 

3) . This facility is adhering to the standards and regulations under the Act, and il has required that exceptions to Ihe standards and regulations be specified and explained by the 

principal invesligalor and approved by Ihe Inslilntiunal Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 

4) . The attending veterinarian for this research facility has appropriate authority to ensure Ihe provision of adequate veterinary care and to oversee Ihe adequacy ol other aspects ol 

animal care and use. 


CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I cerlily that Ihe above is true, correct, and complete (7 U S C Section 2t43). 


SIGNATURE OF C.E.O. OR 'wctiti mr\M m occiriAi 


NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 



APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88), wfnch is obsolete ) 

(AUG 91) 


PART 2 • SECTOR Cf=r1C£ 


























This report is required by low (7 USC 214:i) Fjilure to report occordinq to the regiildtions can 
resuti in an order to cease and desist and to be sub|ect to penalties as provided lor in Section 2150 


See reverse side lor 
additional information 


Interagency Report Control No 
OtaO-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. 

21-V-008 M 

FORM APPROVED 

0MB NO 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA 
include Zip Code) 

Dept, of Veterans Affairs 

810 Vermont Ave . , NW 

Washington, DC 20420 

3. REPORTING FACILITY (List all localions where animals were housed or used m actual reseaich, testing, teaching, or experimentaliun. or held lor these purposes. Attach additional 
sheets it necessary ) 


FACILITV LOCATIONS (Sites) 


528A8 Strabton VA Medical Center 

113 Holland Avenue 

Albany, NY 12208 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITV (Attach aitulitionel sheets it iwcossery or use APHIS FORM )023A ) \ 


A. 

Animals Covered 

By The Animal 

Wellare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held lor use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C Number ol 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

1^ Number ol aininals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress lo the animals 
and tor which appropriate 
anesihelic. analgesic, or 
Iranquilizing drugs were 
used 

E. Number ol animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involvrng accompanying pain or distress 
lo the animals and tor which the use ol appropriate 
anesihelic. analgesic, or iranquilizing drugs would 
have adversely allected the procedures, results, or 
interpretation ol the leaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached lo this report) 

F. 

total no 

OF ANIMALS 

(Cols. C + 

D -t- E) 

4. 

Dogs 






5. 

Cats 






6. 

Guinea Pigs 






7. 

Hamsters 






8. 

Rabbits 

29 

0 

414 

0 

414 

9. 

Non-human Primates 






10 . 

Sheep 






11. 

Pies 






12 . 

Other Farm Animals 












13. 

Other Animals 






Rats 

"^110 

0 

1077 

0 

RBm 

Mice 

0 

0 

159 

0 

159 








I ASSURANCE STATEMENTS 


1) . Professionally acceptable standards governing the care, treatment, and use ol animats, including approriate use of anesthetic, arialges-ic. and tranquillizing drugs, prior to, during, 

and lollowing actual research, teaching, testing, surgery, or ex(>erimentalion were lollowed by this research facility. 

2) . Each principal investigator has considered alternatives to painlul procedures 

3) . This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 

principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary ot all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation ol the exceptions, as well as the species and number ol animals allected 


4). 


The attending veterinarian for this research lacilily has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy ol other aspects ol 
animal care and use. 


CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

1 certify that the above is true, correct, and complete (7 U S C Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 


I NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 


DATE SIGNED 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (CX)T 88), which is ubsuleie ) 


PART 2 ■ SECTOR OFFICE 


































This report IS required by (aw (7 USC 2143) Failure IQ reporl according to llio regulations can 
result in an order lo cease and desist and to be subieci to penalties as provided for in Section 2150 


See reverse side (or 
additionat intormalion 


Interagency Report Control No 
OIHO-OOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

fiaiAL YE^ 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1 REGISTRATION NO. 

■Q! y co!d / 

FORM APPROVED 

0MB NO 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA 
inctude Zip Code) 

DEP/roeT OF 'TEIBWE Al-FAIRS 

CE'fmAL OFFICE 

810 Vsrmont A'/enue, N./i. 

I'iashingtm , D.C. 20420 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, tesiing, leaching, or experiineiitalion, or held lor these purposes Attach additional 
sheets il necessary.) 


FACILITY LOCATIONS (Sites) 


526- VA Msdicai Center 

120 W i<inqsfarijdqe Road 
Brcnx, htew York 10468 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach atMiticnal sheets it necessary or use APHIS FORM 702 .3A ; 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

8. Number ol 
animals being 
bred, 

conditioned, or 
held lor use In 
leaching, tesiing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 

C Number ot 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

Q Number ol animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to ihe animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranquiii^ing drugs were 
used 

E. Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted Involving accompanying pain or distress 
to the animals and lor which the use ol appropriate 
anesthetic, analgesic, or iranquilizing drugs would 
have adversely affected the procedures, results, or 
interprelalion of the teaching, research, 
experiments, surgery, or tests (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

0 -(■ E) 

4. 

Dogs 

0 

29 

8 

0 

37 

5. 

Cats 

0 

0 

0 

0 

0 

6. 

Guinea Pigs 

0 

1 

0 

0 

1 

7. 

Hamsters 

0 

0 

0 

0 

0 

8. 

Rabbits 

0 

0 

37 

0 

37 

9. 

Non-human Primates 

0 

0 

15 

Q 

115 

10. 

Sheep 

0 

0 

2 

0 

♦ 

2 

11. 

Pias 

0 

0 

25 

0 

23 

12. 

Other Farm Animals 












13. 

Other Animals 






14, 

fets 

0 

Q 

208 

0 

208 

15. 

Mice 

0 

ID 

181 

0 

191 

“ 







I ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, treatment, and use ol animals, iitcluding approriale use ol anesthetic, analgesic, and Iranquili.^ring drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this research tacility 

2) . Each principal investigator has considered alternatives lo painful procedures. 

3) . This facility is adhering to the standards and regulations under the Acl, and it has required that exceptions to the standards and regulations be specified and explained by the 

principal investigator and approved by the Institiiiiuiiai Animal Care and Use Coinmiliee (lACUC) A summary ol all such exceptions is attached to this anrtual report. In 
addition lo identitying the lACUC-approved exceptions, this summary includes a brief explanation ol (he exceptions, as well as Ihe species and number ol animals affected 


4). The attending veterinarian tor this research lacilily has appropriate authority to ensure the provision ol adequate veterinary care and to oversee Ihe adequacy of other aspects of 
animal care and use. 


CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Leijally Responsible Institutional Official) 

1 certify that Ihe above is true, correct, and complete (7 U S C Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 


APHIS FORM 7023 (Replacds VS FORM ia-23 (OCT ««). which is obsolete ) 

































































This report is required by law (7 USC 2143) Failure lo report according to the regulations can 
result in an order lo cease and desist and to be subfeci to peiiallies as provided lor ii Section 21 SO 


See reverse side lor 
additional inlormalior 


Interagency Report Conirul No 
ai80OOA-AN 



UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


FORM APPROVED 
OMB NO 0579-0036 


1. REGISTRATION NO. I , 

34-V -QQ2 1*1 di 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 
include Zip Code) 

Department of Veterans Affairs Central Office 
810 Vermont Ave. NW 
Washington, DC 20420 


3. REPORTING FACILITY (Lisi all locations where animals were housed or used in actual research, lesiiiig, teaching, or experimental loii. or held lor these purposes. Attach additional 
sheets il necessary ) 


FACILITY LOCATIONS (Sites) 


VA Ann Arbor Healthcare System (506' 


2215 Fuller Rd. 

Ann Arbor, MI 48105 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Anacl\ adiditional sheets il necessary or use APHIS POPM 7022A.) 


Animals Covered 
By The Animal 
Wellare Regulations 


B. Number ol 
animals being 
bred, 

conditioned, or 
held tor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 


C Number ol 
animals upon 
which leaching, 
research, 
experiments, or . 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 


4. DoQS 


5. Cats 


0 Nu 

mber ol animals upon 

wh 

ich experiments. 

les 

ching, research. 

SUf 

gery, or tests were 

COI 

rducied involving 

ac( 

tompanying pain or 

dis 

tress to Ihe animals 

aiM 

i lor which appropriate 

ant 

isihelic, analgesic, or 

tra 

us< 

nquilizing drugs were 
id 




Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompianying pain or distress 
lo the animals and lor which the use ol appropriate 
anesthetic, analgesic, or iranquilizing drugs would 
have adversely allecied the procedures, results, or 
interpretation of the leaching, research, 
experiments, surgery, or tests. (An explanation ol 
the procedures producing pain or distress in these 
enimals and the reasons such drugs were not used 
must be attached to this report). 


total no 

OF ANIMALS 


(Cols. C + 
D 4- E) 


6. Guinea Pias 


7. Hamsters 


8. Rabbits 


Non-human Primates 



ASSURANCE STATEMENTS 


1 ) Prulessionally acceptable standards governing Itie care, Ireatmeril, and use ol animals, including approriale use ol anesthetic, analgesic, and lranquili,ring drugs, prioi lo, during, 
and lollowing actual research, leaching, testing, surgery, or experimentation werel lollowed by this research lacilily. 

2) . Each principal investigator has considered alternatives lo paiiilul procedures 

3) Tins lacilily is adhering to Ihe standards and regulaliuns under the Act, and il has required that exceptions lo the standards and regulations be specified and explained by the 
principal investigator and approved by Ihe insiiliiiiunal Animal Care and Use Committee (lACUC) A summary of all such exceptions is attached to this annual report. In 
addition to iderililying Ihe lACUC-approved exceplinns. this summary includes a briel explanation ol Ihe exceptions, as well as Ihe species and number ol animals altecled 


4) Ttie attending veterinarian lor this research lacilily has appropriate authority lo ensure the provision ol adequate veterinary care and lo oversee Ihe adequacy ol other aspects ol 
animal care and use 


CEKTIFICATION BY IIEADQU ARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I certify that Itie above is true, correct, and complete (7 U S C Sei:liiin 2143) 



APHIS FORM 7023 (Replaces VS FORM OCT 88). which is obsolete ) 

(AUG 91) 






























This report is required by IdW (7 USC 2t4'J) Fjilure to report accordiny to the regi/lalioiis can See reverse side tor Interagency Report Control No 

result in an order to cease and desist and to be subfeci to penalties as provided tor in Section 2150 additional inlormaliontr/ 80-DOA AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. /■ - 

A 3493-01 

FORM APPROVED 

0MB NO 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

U.S. Dept, of Veterans Affairs Heailqueatfers 

Office 

310 Vermoiis Avenue NW 

Washington j DC 20420 

3. REPORTING FACILITY (Lisl all locations where animals were housed or used in actual research, lesling. leaching, or experimeiitalion, or held lor Ihese purposes. Attach additional 
sheets it necessary ) 


FACILITY LOCATIONS (Sites) 


VA Medical Center , 

One Veterans Price, Minneapolis, MN 55417 


I REPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FACILITY (Attach mlulihimal sheets il necessary or use APHIS PQRM 7023A ) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number ot 
animals being 
bred, 

condil toned, or 
held tor use in 
leaching, lesling, 
experimenis, 
research, or 
surgery but not 
yet used for such 
purposes. 

C Number ol 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
Involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

0 Number ol animals upon 
which experimenis. 
teaching, research, 
surgery, or lesis were 
conducted involving 
accompanying pain or 
distress lo Ihe animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranquili^ing drugs were 
used 

E. Number ol animals upon which teaching, 
experimenis, research, surgery or tests were 
conducted Involving accompanying pain or distress 
lo the animals and lor which Ihe use of appropriate 
anesthetic, analgesic, or iranquili^ing drugs would 
have adversely allecled the procedures, results, or 
interpretation ol Ihe leaching, research, 
experiments, surgery, or tests. (An explanation ol 

Ihe procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 

3 

9 

27 


36 

5. Cats 






6. Guinea Pigs 






7. Hamsters 






8. Rabbits 


12 

129 


141 

9. Non-human Primates 

4 

3 

6 


9 

10. Sheep 



33 


33 

11. Pigs 



109 


109 

12. Other Farm Animals 












1 3. Other Animals 






Rats 

258 

116 

2262 


2378 

Mice 

94 

213 

2919 


3132 








I ASSURANCE STATEMENTS i— 


1) Prolessionaily acceptable standards governing the care. Iieatinent, and use ol animals, including approriate use ol anesthetic, analgesic, and tranquili^ing drugs, prior to, during, 
and lollowing actual research, teaching, testing, surgery, or experimentation were lollowed by this research lacility 

2) . Each principal investigator has considered alternatives to painlul procedures 

3) . This lacility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specilied and explained by the 

principal investigator and approved by the Instiliilional Animal Care and Use Committee (lACUC) A summary ol all such exceptions is attached to this annual report, in 
addition to identilying the lACUC-approved exceptions, this summary includes a briel explanation ol the exceptions, as welt as the species and number ol animals allecled 


4). The attending veterinarian lor this research lacility has appropriate authority to ensure the provision ol adequate veterinary care and to oversee the adequacy ol other aspects ol 
animal care and use. 



CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I “ B above is Irue, correct, and complele (7 U S.C Section 2143) 


SIGNATURE OF C.E.O. OR l^ 

. OFFICIAL ^ 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (OCT 88). which is obsolete ) 


PART 2 • SECTOR OFflCH 

















































'This report is required by law (7 use 2143). Failure to report according to' the regulations can See reverse side lor Interagency Report Control No. 

rjesutl io an, order to cease aiKl desist and to be subject to penalties as provided. lordreSection 2150j ,-t., oi bsismitae additionaliinlomnation^il-o • 


' 0 1 , 1 ' -ift r/v UNITED, STATES DEPARTMENT OE AGRICULTURE ^ ,,, . ooC .) 

■ ’ ANIMAL AND PLANT HEALTH INSPECTION SERVICE :,^vv o,j0 t . . 

s^GT U90=\ ^0 viorr’^. 

iBG.'S ?'r ? ,0 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) . 

.(AGSU) otbrlMuncA-lc ]c.:S bohnU yd yjiiosi d;; 

.',1 jBEGISTRATION. NO^i anoirejppha .pnil.jjipnr 
fte.%^ i'Q-Q^O .jt!cti*t ■(OoJBlMg'oP. bns luitLir;-! 

-fli t! '"^liroRM Approved-,: 

/H K 6579-b036 

2?. HJ^DPUART^{SJ|ES^R^|A^^^J!^^|'’C^A Address, as registered with USDA 

dub ,s;; P.lO P. Gi 

VA CetJtral Iowa Health Care System 

3600 30th Street ■> 

/ •• / 

3. REPORTING FACILITY (List all fc^iibns'where'aVrmat^ were'housed or usechin'bctual re's^iirCift','testing',‘leaching';'tir’ex^Hm^iilajibh,‘'t)r'he1d Tor these purposes'? Aitbch addiltonal 
sheets il necessary.) if 


•' FACILITY LOCAHONSYSrtesJi-Oquiq -iO* OlOrj K 


i O"”; 


. 1 'i )ii-- 


October 2000 - September 2001 


1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY ^Adach adiditional sheets il necessary or use APHIS FORM 70P3A)- 

A 

Animals Covered 

By The Animal 

Welfare Regulations biv 

atv? to Inn'-'' .noiS 

B,,,l^urnber ol. . 

animals being ..3 
bred,'^'' ‘ ■ ■ * 

conditioned, or 
heIdJbr use in .. 

,tj[, leaching,, testing, 
experiments, 
research, or 
surgery but not 
j^ybrused lor’such ' 
purposes. 

C.'.Number of 
i-i animals upon .■ . 
which leaching, 
research, 

- • experimenis, or ■' 

. tests were m ■ ,■ 
conducted 
involving no 
, pain, distress, or 

V Cuse ol pain-.' 
relieving drugs. 

D‘ 'Number bl animats Upxrn ■ ' 
'-T'j- which exrierimenis.'ibb'o f 
teaching, research, 

' surgery,^or;lesls^ere,^,^g 
' ■"conducted mvolY'lng""'.' 
r’-' accoiiijianyin'g pain:br 0 ; 
distress to the animals 
and for which appropriate 
... aneslhetic,.analgesic, or. 
Iranquilizihg drugs 'were^ • 
used. 

E. Number ql animalsvupon which jeaching, - 
^periments. research, surgery or tests were 
' conducted invoIvTn'g accompanying pain or distress 
to Ihe animals and lor which the use pi appropriate 
l'0.j:ranesthetic,;a’hblgesip,lor Iraiiquilizing drugs Would 
•;>/ .<haye adversely aitecipd the procedures, results, or 
...irderpretation.ol |he leaching, research, 
experiments, surgery, or tests. (Ar\ explanation of 
the procedures producing pain or distress in these 
‘^Uahimils and the ftiasohs such' drugs were'/iof 'JseS^ 
must be attached to this report). 

F. 

TOTAL NO. 

■ OF ANIMALS 

(Cols. C + 

, D + E) 

4. Dogs 

4 


58 

f J - y- 1 

58 

5. Cats 

0 


36 


36 ' 

6. Guinea Pigs 






7. Hamsters 






8. Rabbits 






9. Non-human Primates 






10. Sheep 






11. Pias 






1 2. Other Farm Animals 







■ . 



\ ... .... - 


1 3. Other Animals 




s 



Rats 

6 


38 

M 

mmmmmm 

38 





ill 








L- ^ '■ '■ i Tr V 'r‘~\r 


1 ASSURANCE STATEMENTS 




1). Prolessionally acceptable standards governing the cate, treatment, and use ol animals, including approri^4»u«ie ul"iintnntietici analgesic, and tranquilizing drugs, prior to, during, 


and lollowing actual research, teaching, testing, surgery, or eKperimentation were lollowed by this research' lacility. 


2) . Each principal investigator has considered alternatives to painlul procedures. ' . 

I _ - * . 

3) . This lacility is adhering to the standards and regulations under the Act, and it has required that exceptions to the slandards and regulations be specilied and explained by the 

principal investigator and approved by the Institutional Antrnal Cate and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number ol animals affected. 


4). The attending veterinarian lor this research facility has appropriate authority to ensure the provision ol adequate veterinary care and to oversee Ihe adequacy ol other aspects of 
’ animal care and use. 


CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

1 cerlify lhat Ihe above is true, correct, and complete (7 U.S.C. Section 2143). 

_ a** 

SICNATURE OF ^ ^ ^ oo imctitiiti/mjai r\cci/^iAi 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 




• V 

(S219'v'9R) L'SST 

\!RO'-i 85HS.A 


APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88), which is obsolete.) T • , 

■(AUG91) , i -pAin' 2- SECTOR OinCE 


55^'*'Surqical hf (STL) 


niiTviicO fti ehxirnui.? T.ij.-ic 






























This report is required by law (7 USC 21 43) Failure to report accurdiny to the regulatidiis can 
result in an order to cease and desist and to be subject to penalties as provided lor in Section 2150 


PEC 1 52003 


See reverse side lor 
actdltiunal iiilormation. 


Interagency Report Control No 
0180-OOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. I FORM APPROVED 

43-V-OOl 1 OMB NO 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 
irtetude Zip Code) 

Department of Veterans Affairs Central Office 
810 Vermont Avenue NW 

Washington, DC 20420 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, tesiing, teaching, or experimentation, or held lor these purposes. Attach additional 
sheets il necessary.) 

FACILITY LOCATIONS (Sites) 

VA Medical Center (543), 800 Hospital Drive, 

Columbia, MO 65201 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach atmtinitgl nhcels if necessary or use APHIS fORM /023A.) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number ol 
animals being 
bred, 

conditioned, or 
held tor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C Number ol 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

h. Number ul animals upon 
Which experiinenis, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress lo ifie animals 
and lor which appropriate 
anesihelic, analgesic, or 
Iranquilizing drugs were 
used. 

E. Number ul animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to Ihe animals and lor which the use ol appropriate 
anesthetic, analgesic, or tranquitizing drugs would 
have adversely affected Ihe procedures, results, or 
interpretation of Ihe leaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animats and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO 

OF ANIMALS 

(Cols. C * 

D + E) 

4. Doqs 






5. Cats 






6. Guinea Pips 






7. Hamsters 






8. Rabbits 






9. Non-human Primates 






TO. Sheep 






T1. Pias 






12. Other Farm Animals 



. 



Mice 

0 

1076 

218 

0 

12^4 

13. Other Animals 

























I ASSURANCE STATEMENTS 


1) Prolessionally acceptable standards governing the care, tieatiiieiil. and use ot aiiiiiials, including approriale use ol anesthetic, analgesic, and IranquiliiTing drugs, prior to, during, 
and tolluwing actual research, teaching, testing, surgery, or eKperimentation were tollowed by this research lacility 

2) Each principal investigalor has considered olterrialives to paintui procedures 

3) . This tacilily is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be S|)ecilied and explained by ihe 

principal investigator and approved by the Institiitiunal Animal Cate and Use Cotnmiiiee (lACUC) A summary ol all such exceptions is attached to this annual report. In 
addition lo idenlilying the lACUC-approved excr:plions, this summary inciiides a brief explanation ot Ihe exceptions, as well as Ihe species and number ol animals altected. 


4) Ttie atlondiiig veterinarian tor this research lacilily has appropiiate authority to ensure the provision of adequate veterinary care and lo oversee the adequacy ot other aspects ol 
animal care and use. 


CERTIFICATION BY IIEADQC ARTKS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Lego 

1 certify lhal Ihe above is true, con 



SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NA< 

^'iiit) 

DATE SIGNED 

/(-/■^ 


APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88). whicli is obsolete ) 




































dec 1 5 2003 

This report is required by law (7 USC 2143) Failure to report according to the regulations can 
result in an order to cease and desist and to be subject to penalties as provided lor in Section 2150. 


See reverse side tor 
additional inlormation. 


/■ ^ ^ 3 

Interagency Heporl Conlrol No 
OI80-OOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. 

43 V - 003 

FORM APPROVED 

OMBNO 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA 
include Zip C^/e) 

Dept, or Veterans Affairs Headquarters 

810 Vermont Avenue, N.W. 

Washington, D.C. 20420 

3. REPORTING FACILITY (List all locations where animals were housed oi used in actual research, testing, leaching, or experimeiiialion, or held tor these purposes. Attach additional 
sheets it necessary.) 


FACILITY LOCATIONS (Sites) 


Dept, of Veterans Affairs Medical Center 
915 N. Grand Blvd. , JC Division 
St. Louis, MO 63106 


Dept, of Veterans Affairs Medical Center 

#1 Jefferson Barracks, JB Division 

St. Louis, MO 63125 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach aiiiJitionat sheets it necessary or use APHIS FORM 7023A> 


A 

Animals Covered 

By The Animal 

Wellare Regulations 

B. Number ot 
animals being 
bred, 

conditioned, or 
held tor use in 
teaching, testing, 
experiments, 
research, or 
surgery bul nol 
yet us^ tor such 
purposes. 

C Number ot 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ot pain- 
relieving drugs. 

D- Number ut animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted Involving 
accompanying pain or 
distress lo Ihe animals 
and tor which appropriate 
anesihelic, analgesic, or 
Iranquiiizing drugs were 
used 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
lo Ihe animals and tor which the use ot appropriate 
anesthetic, analgesic, or Iranquiiizing drugs would 
have adversely affected the procedures, results, or 
interpretation ot Ihe leaching, research, 
experiments, surgery, or tests. (An explanation ol 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO 

OF ANIMALS 

(Cols. C * 

D + E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 






7. Hamsters 






8. Rabbits 

2 




9 

9. Non-human Primates 






10. Sheep 






11. Pias 






1 2. Other Farm Animals 












13. Other Animals 

- 





14. Mice 

1,550 

11,649 




15. Rats 


200 

182 


382 

16. Frogs 


18 



1R 


I ASSURANCE STATEMENTS 


I ) Prolessiorially acceptable standards governing Ihe care, Irealrnent, and use ol animals, including approrialc use ot anesihelic, analgesic, and tranquiti.<!iiig drugs, prior to. during, 
and lolluwing actual research, leaching, testing, surgery, or eKperiiricntation were tollowed by this research lacilily. 


2) Each principal investigator has considered atternalives to paintut procedures. 

3) This tacitily is adhering lo the standards and regulations tiniler the Act, and it has required that exceptions to Ihe standards and regulations be specilied and explained by the 
principal invesligaloi and approved by Ihe Insliliitiunal Animal Care and Use Committee <IACUC) A summary of all such exceptions is attached to this annual report, in 
addition lo identitying ttie lACUC-apjiroved exceptions, this summary includes a briel explanation ol llie exceptions, as well as Ihe species and numbei ol animals aflecled 


4) The aitending vcleriiiariaii lor this research lacilily has appiupiiale authority to ensure the provision ol adequate veterinary cure and lo oversee the adequacy ol other aspects ol 
animal care and use. 


CKRTIFICATION BY llEADQU AKTFS RKSEAKCll FACILITY OFFICIAL 
(Chief Executive Ofllccr or Legally Responsible Institutional Onicial) 

1 certily (hal Ihe above is true, correct, and complete (7 U S C Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME A TITLE OF CEO OR INSTITUTIONAL OFFICIAL (lype or Print) 

DATE SIGNED 

iVoA 


APHIS FORM 7023 (Ruptaces VS FORM 18-23 (OCT 88). which is obsolete ) 

(AUG 91) 


































This leport is requited by law (7 DSC 2143) Failure lo report acourdiiig to I he regulations can 
result in an order to cease and desist and to be subject lo penalties as provided tor in Section 2150 


See reverse side lor 
additional informaliun. 


Interagency Report Coiilrol No 
0180-DOAAN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 



FORM APPROVED 

0MB NO 0579 0036 

>2.603 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with (JSOA 
include Zip Code) 

VA MEDICAL & REGIONAL OFFICE CENTER . 

2501 W. 22nd STREET 

SIOUX FALLS, 

SD 57105 



3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, tesling, leaching, or experimentation, or held lor these purposes. Attach additional 
sheets il necessary .) 


FACILITY LOCATIONS (Sites) 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RKEARCH^ACIUTY Wtac^^nWrorra/ shcglsjrnocessary^r^^ 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number ol 
animals being 
bred, 

conditioned, or 
held lor use in 
teaching, tesling, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 

C Number ol 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
Involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

D- Number ol aniirials upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and tor which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used 

E. Number ot animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
lo the animals and for which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely allecled Ihe procedures, results, or 
interpretation of Ihe teaching, research, 
experiments, surgery, or tests. (An explanation ol 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO 

OF ANIMALS 

(Cols. C -t- 
0 * E) 

4. DoQS 






5. Cats 






6. Guinea Piqs 






7. Hamsters 






8. Rabbits 



15 


15 

9. Non-human Primates 






10. Sheep 






11. Pias 






12. Other Farm Animals 












13. Other Animals 

























f ASSURANCE STATEMENTS 


t) Prolessioiially acceptable standards governing the care, lieatinenl, and use ol animals, including approriale use ol anesthetic, analgesic, and tranquili.ring drugs, prior to. during, 
and lotlowing aciual research, teaching, tesling, surgery, or expnrirnentalion were followed by ihis research laciliiy. 

2) Each principal investigator has considered allernalives to painliil procedures 

3) This facility is adhering lo the standards and regiilalions under the Aci, and ii has required that excepiioiis lo the standards and regulations be specitied and explained by Ihe 
principal investigator and approved by Ihe Inslitiitioiial Animal Care and Use Committee (lACUC) A sunimary ol all such exceptions is attached to this annual report. In 
addition lo iderilityirig Ihe lACUC-afiproved exceplions, this summary includes a brief explanation of Ihe exceptions, as well as Ihe species and numbei ol annuals allecleii 


4) The attending velerlnariJii lor Ihis research lacilily has appropriate aulhorily lo ensure the provision of adcqnale veterinary care and lu oversee the admiuacy ol other aspects ol 
uniiTial care and use. 


CERTIFICATION BY IIEADQC ARTEi 

ICIAL 


(Chief Executive Officer or Legally h 

ial) 


1 certity lhal Ihe above is true, coireci. ai 



SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & 1 

ICIAL Ovue or Print) 



APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (OCT 88). which is obsolete ) 


tv 






























This report is required by law (7 use 2143) Failure to report acc.urdui 9 lo the regulalioils can ^ See reverse side (or Interagency Report Coni 

result m an order lo cease and desist and lo be subject lo penalties as provided (or in Section 2150. additional iiiturmaliun. 0180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. 

47-V-OOl 

FORM APPROVED I 

OMB NO 0579-0036 1 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 
include Zip Code) 

Department of Veterans Affairs Headquarters 

810 Vermont Avenue, NW 

Washington, DC 20420 

3. REPORTING FACILITV (List all locations wliere animals were housed or used in actual research, testing, leaching, or experimentation, or held lor these purposes. Attach additional 
sheets it necessary.) 


FACiLilY LCX^ATIONS (Sites) 


VA Medical Center (636) 


4101 Woolworth Avenue 
Omaha, NE 68105 


1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adiditional sheets if necessary or use APHIS FORM 707SA) | 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number ul 
animals being 
bred, 

conditioned, or 
held tor use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C Number ot 
animals upon 
which teaching, 
research, 
experimenis, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

t) Number ul animals upon 
which experimenis, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and lor which appropriate 
anesthetic, analgesic, or 
traiiquili 2 ing drugs were 
used. 

E. Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompianying pain or distress 

10 the animals and lor which the use ol appropriate 
aneslhetic, analgesic, or tranquilizing drugs would 
have adversely attected the procedures, results, or 
interpretation of the leaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 



13 


13 

5. Cats 






6. Guinea Pigs 






7. Hamsters 






8. Rabbits 



12 


12 

9. Non-human Primates 






10 . Sheep 






11. Pies 






12. Other Farm Animals 












13. Other Animals 






Rats 

• SO 

818 

610 


1,428 

Mice 


950 



950 








I ASSURANCE STATEMENTS 


1) Prolessionally acceptable standards governing the care, liealinenl, and use ol aiiinials, including n^piuiiale use ut cuiestlietic, aiialgesic, and Iranquili^lng drugs, prior to, during, 
and lollowing actual research, leaching, tesling, surgery, or experimentation were iollowed by this research lacility. 

2) . Each principal investigator has considered alternatives to painUii procedures. 

3) This lacility is adliering lo the standards and regulations under tlie Act, and it has rerjiiired that exceptions lo the standards and regulations be specified and explained by the 
(irincijtal invesligaior and approved by the inMiiiiiiotiai Animal Care and iKe c.ninmitiee (lACLiC) A summary of all such exceptions is attached lo this annual report. In 
addition lo identilying the lACUC-appruved exceptions, this suininary includes a briel explanation ot the exceptions, as well as the species and number ut animals aliccted 


4) Che attending veterinarian tor tills research lacility has apjaupriale authority to ertsuie the provision ul adequate veterinary care and to oversee Ihc adequacy ot olhei aspects ul 
animal care and use. 


CEKTIFICATION BV IIEADQU AKTKS HESEAKCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Itcsponsiblc Institutional Ofllcial) 

1 curlily that the above is true, corrocl, and coinpieto (7 U S C Soclinn 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIi 4L OFFICIAL 

NAME & TITLE OF C E O. OR INSTITUTIONAL OFFICIAL (type or Print) 

DATE SIGNED 


APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88). which is obsolete ) 

(AUG 91) 


PAPT 1 UCAnrii lADTirrao 









































I ms report IS required by law (7 USC 2143) Fjilure to report according to the regulations can See reverse side tor inlerjgency Report Controt No 

result in an order to cease and desist and to be subject to penalties as provided lor in Section 2150 additional inlormation 0180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. registration NO. 

51-V-OlO ^ 

FORM APPROVED 

0MB NO 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 
include Zip Code) 

Department of Veterans Affairs Headquarters 

810 Vermont Avenue, N.W. 

Washington, DC 20420 

3. REPORTING FACILITY (Lisl all locallons where animals were housed or used in actual research, lesling, leaching, or experimenlation, or held lor these purposes. Attach additional 
sheets it necessary ) 


FACILITY LOCATIONS (Sites) 


512, VA Maryland Health Care System 

~ 10 N, Greene Street 

Baltimore, MD 21201 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adiditio/ia/ sheets il necessary or use APHIS FORM /’023A.) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number ol 
animals being 
bled, 

conditioned, or 
held lor use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yel used tor such 
purposes. 

C Number ol 
animals upon 
which leaching, 
research, 
experiments, or 
lesis were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

D Number ul animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducled involving 
accompanying pain or 
distress lo Ihe animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranqtiilizing drugs were 
used 

E. Numbei of animals upon which leaching, 
expeiimenis, research, surgery or tests were 
conducted involving accompanying pain or distress 
lo the animals and lor which the use ol appropriate . 
anesihelic, analgesic, or Iranquilizing drugs would 
have adversely affected Ihe procedures, results, or 
inlerprelalion ol Ihe teaching, research, 
experiments, surgery, or tests (An explanation ol 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C -!• 

D -F E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 






7. Hamsters 

0 

0 

3,638 

0 

3,638 

8. Rabbits 

0 

0 

185 

0 

185 

9. Non-human Primates 






10. Sheep 






1 1 . Pios 






1 2. Other Farm Animals 












1 3. Other Animals 

























I ASSURANCE STATEMENTS 


1) Prolessionally acceptable standards governing the care, tiealinent, and use ol aninnals, including approriate use ol anesthetic, analgesic, and tranquili^ing drugs, prior to, during, 
and lollowing actual research, leaching, testing, surgery, or e)((>erimentalion were lollowed by this research lacilily. 

2) . Each principal investigator has considered alternatives to painlul procedures 

3) . This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specilied and explained by the 

principal investigator and approved by the Institiiiiunal Aniinal Care and Use Committee (lACUC) A summary of ail such exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation ol the exceptions, as well as the species and number ol animals allecled. 


4). The attending veterinarian for Ihis research facility has appropriate authority to ensure the provision u1 adequate veterinary care and to oversee the adequacy ul other aspects ol 
animal care and use. 


1 CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 

1 (Chief Executive Officer or Legally Responsible Institutional Official) 

1 certify that the above is true, correct, and complete (7 USC Section 2143) 



C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 





rv«/f^ivi /U4CO Vij rv-znivi fu~^v> ou/, Frinufi IS ubSDiGt6 ) 

(AUG 91) 

PART 2 ■ SECTOR OFFfCS 

































This repiori is required by law (7 DSC 2143) Failure lo reporl according lo ihe regulations can a ^ bee reverse side Ic 

resulMn^anjirdieM^ease^and^desisl^nd^toi^e^subiecM^^tenaliies^a^provideeMorji^Mlior^ 
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Interagency Reporl Conirol No 
0180-DOA-AN 



FORM APPROVED 

0MB NO. 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and A 
incdude Zip Code) 

Department of Veterans Af; 
810 Vermont Avenue, N.W. 
Washington, D.C. 20420 

ddress, as registered with USDA. 

fairs Hentral Office 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 




3. REPORTING FACILITY (Lisl all locations where animals were I 
sheets il necessary.) 


FACILITY LOCATIONS (Sites) 

512 VA Medical Center 641 VA Medical Center 

10 N. Greene Street Perry Point, MD 21901 

Baltimore, MD 21201 


1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY 

(Attach adiditioiial sheets it necessary or use APHIS FORM 7023A.) \ 

A 

Animals Covered 

By The Animal 

Wellare Regulations 

B. Number ol 
animals being 
bred, 

conditioned, or 
held lor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C Number ol 
animals upon 
which leaching, 
research, 
experiments, or 
lesis were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

P Number ol animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress lo Ihe animals 
and for which appropriate 
anesthetic, analgesic, or 
Iranquili^ing drugs were 
used 

E. Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and tor which the use ol appropriate 
anesthetic, analgesic, or tranquili 2 ing drugs would 
have adversely affected the procedures, results, or 
interpretation of Ihe leaching, research, 
expieriments, surgery, or tests. (An explanation ol 

Ihe procedures producing pain or distress in these 
animals and Ihe reasons such drugs were not used 
must be attached to this reporl). 

F. 

TOTAL NO 

OF ANIMALS 

(Cols. C + 

D + E) 

4 . 

Dogs 






5. 

Cats 






6. 

Guinea Pigs 






7. 

Hamsters 

0 


2.378 

0 

4.824 

8. 

Rabbits 

0 

6 

204 

0 

210 

9. 

Non-human Primates 






10. 

Sheep 


/ ^ 




11. 

Pigs 






12. 

Other Farm Animals 

/ 

/ 



\ 








13. 

Ottier Animals 

























I ASSURANCE STATEMENTS 


1 ) Prulessionally acceptable standards governing Ihe care, treatment, and use ol animals, including approriate use ol anesthetic, analgesic, and tranquili/ing drugs, prior to. during, 
and lollowing actual research, leaching, testing, surgery, or experimentation were lollowed by this lesearch lacilily. 


2). Each principal invesligalur has considered alternatives lo painlul procedures 


3) This lacilily is adtiering to Ihe standards and regulations under the Act, and it has required that exceplions lo Ihe standards and regulations be specilied and explained by the 
principal investigator and approved by Ihe Insliluliunal Animal Care and Use Coinmiitee (lACUC) A summary of all such exceptions is attached to this annual report. In 
addition to identilying the lACUC approved exceptions, this summary includes a briel explanation ol Ihe exceplions, as well as the species and number ol animals allecled. 

4) The allendmg veterinarian lor this research tacility has appropriate authority lo ensure Ihe provision ol adequate veterinary care and lo oversee the adertuacy ut other aspects ol 


aniinal care and use. 


CERTIFICATION BY IIEAOQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

1 certify that the above is trii- 1 — 

1 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

DATE SIGNED 

\ 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (OCT 88), which is obsolete ) 































, . oi,uurum<j ui it>u regulalioitb can 

result in an order to cease and desisl and lo be subject to penalties as provided tor in Section 2150. 


See reverse side tor Interagency Report Control No 

additional information 0I80-OQA-AN 


. UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. , 

52-V-003 

FORM approved 

OMB NO 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered wiin USDA 
include Zip Code) 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

Department of Veterans Affairs Central Office 
310 Vermont Avenue 

Washington, DC 20420 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, leaching, or experimentation, or held lor these purposes. Attach additional 
sheets il necessary ) 


FACILITY LOCATIONS (Sites) 


652 McGuire VA Medical Center 

1201 Broad Rock Blvd. 

Richmond, VA 23249 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH jACILITY (Attach ailidihimdl sheets il necessary or use APHtS FORM )023A) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number ol 
animals being 
bred, 

condilioned, or 
held lor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 

C Number ol 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

0. Number ul animals ufion 
which experimenis, 
leaching, research, 
surgery, or tests were 
conducted Involving 
accompanying pain or 
distress to Ihe animals 
and for which appropriate 
anesihelic, analgesic, or 
Iranquilizing drugs were 
used 

E. Number ol animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying ptain or distress 
to the animals and tor which the use ol appropriate 
anesihelic, analgesic, or iranquilizing drugs would 
have adversely allected Ihe procedures, results, or 
inlerprelalion ol the leaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 



52 


52 

5. Cats 



0 


0 

6. Guinea Pigs 



0 


0 

7. Hamsters 



0 


0 

8. Rabbits 



75 


75 

9. Non-human Primates 



0 


0 

10. Sheep 



0 


0 

1 1 . Pias 



0 


0 

12. Other Farm Animals 



0 


0 







13. Other Animals 






Rats 



727 


727 

Mice 



127 


127 








I ASSURANCE STATEMENTS 


1). Protessionally acceptable standards governing the care, treatment, and use ol animals, including approriale use ol anesthetic, analgesic, and Iranguili^ing drugs, prior to. during, 
and following actual research, leaching, testing, surgery, or experimentation were followed by this research facility. 


2) . Each principal investigator has considered alternatives to painful procedures 

3) . This lacitily is adhering to the standards and regulations under the Act, and it has required that exceptions lo the standards and regulations be specified and explained by the 

principal investigator and approved by the Insliltiliunal Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report, in 
addition lo identilying the lACUC-approved exceplions, this summary includes a brief explanation ol the exceptions, as well as the species and number ol animals allected 


4). The attending veierinarian tor this research facility has appropriate aulhorily to ensure the provision ul adequate veterinary care and lo oversee Ihe adequacy of other aspects ul 
animal care and use. 


CERTIFICATION BY IIEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Ofricial) 

1 certify that the above is Iwe, correct, and complete (7 U S C Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OEFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 


FORM 7023 (Replaces 3T as), which is ubsuleie ) 

(AUG 91 ) part 2 • SECTOR OFFICE 




































See reverse side lor 


Interagency Report Control No 
OI80-OOA-AN 


inis report is required by law (7 USC 2143). Failure to report according to the regulations can 


n,. .. iJuniuNiTEO STATES OEPAHTMENT OP AGRICULTURE - c:, 

'.tr; .iiiHiV^NlMAL AND PLANT HEALTH INSPECTION SERVICE • 'f 


ANNUAL REPORT OF RESEARCH FAClLfTY 

(TYPE OR PRINT) 


'1 -o inonijiSi/.G ■ ;vi - iG . -yhi ...i' ■! I ' .uG oili ; 


3. REPORTING FACILITY <Lisl alMocations where anirrtals were housed or used in aclual research, testing, teaching, or experimentation, or held lor these purposes. Aliach additional 
sheets it necessary.) 


FACILITY LOCATIONS fSiYes; 


1 t. REGISTRATION NO. ' • v. . 

|5S.s,Q03 | 

* iltorti j*» • .t-x; 

In ..oifPaM APPROVED 
r lo , . OMB NU 0579-0<)36, 

1 2. HEADQUARTERS RESI^RCH F/^ILITY (Name and Address, as registered with USDA, 

1 )hctude,lip GoUe) j , dy*>t 

VA Medlc^^ Cent > 


508 Fulton St. 


Durham, N.C. 27705 

■ i Oils ; .-3* -ri 

-j; - ( 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adiditicnal sheets it necessary or use APHIS FORM 7023A.) 


Animals Covered 
By The Animal 
Wellare Regulations 


B. Number ol 
animals being 
bred, . 
conditioned, or 
held lor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
'purposes. 


C Number ol 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 


O' Number ol animals upon 
which experiments, .... .. 
leaching, research, ' ' 

surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranquilizing drugs were 
used 


Number ol animals upon which leaching, 

- experiments, research, surgery or tests were 
,1 Conducted involving accompanying pain or distress 
to the animals and lor which the use ol appropriate 
anesthetic, analgesic, or Iranquilizing drugs would 
have adversely allecled the procedures, results! or 
interpretation of the leaching, research, 

' 'experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report/ 


TOTAL NO 
OF ANIMALS 


(Cols. C -»■ 

D -f E) 


4. Doqs 


5. Cats 


6. Guinea Pins 


7. Hamsters 


8. Rabbits 


9. Non-human Primates 


10. Shee 


11. PlQS 


1 2. Other Farm Animals 


13. Oltier Animals 




ASSURANCE STATEMENTS 


1 ) Prolessioiially acceptable standards governing the care, irealmeni, and use ol animals, including approriale use ol anesthetic, analgesic, and Iranquilizing drugs, prior to, during, 
and tollowiiig actual research, teaching, testing, surgery, or experimentation were tollowed by this research lacilily. 

2) . Each principal investigator has considered alternatives lo painlul procedures C ) ind.iC3.t0S UllIIlbGir ITGpOlTtsd iH 2003 3Ild 

3) This facility is adhering to the standards and regulations under the Act. and it has required t*iTa?^x^^lTon®l^ Ih^s?an^a9c^^nd regulations be specified and explained by the 
principal investigator and approved by the Instiiiilional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In 
addition to identifying Ihe lACUC approved exceptions, this summary includes a brief explanation ol the exceptions, as well as the species and number ol animats allecled. 


4). The at lending veterinarian lor this 
animal care and use. 


s research lacilily has appropriate aulhorily to ensure the provision ol adequate veterinary care and lo oversee Ihe adequacy ol other aspects ol 


CERTIFICATION BY IIEADQU ARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legully Responsible Institutional Official) 

I cerlily that Ihe above is true, correct, and complete (7 U S C Secdion 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 


NAME A Tin F OF r F n riR IMRTlTimr^MAI riFFiriAl or Prtnfl 


DATE SIGNED 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (OCT 88). which is obsolete ) 


PART 1 - HEADQUARTERS 































iMi:> rt!(jori IS requirea Dy law (/ UbL jJMJ) l-aiiure to report according to the regulations can See reverse side lor Interagency Report Control No 

result in an order to cease and desisl and to be sub)ecl to penalties as provided lor in Section 2150. additional intormalion 0180-OOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. / j 

56-V-002 

FORM APPROVED 

OMB NO 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA 
include Zip Code) 

Department of Veterans Affairs Central Office 
810 Vermont Avenue NT*/ 

Washington, DC 20420 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimenlallon. or held lor these purposes. Attach additional 
sheets il necessary.) 


FACILITY LOCATIONS (Sites) 


534 VA Medical Center 


109 Bee Street 
Charleston. SC 29401-5799 

I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach aUklitional sheets il necessary or use APHIS FORM W23A) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number ol 
animals being 
bred, 

conditioned, or 
held tor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
- yet used lor such 
purposes. 

C Numbei ol 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
Involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

Number ul animals upon 
which experiments, 
leaching, research, 
surgery, or lesis were 
conducted involving 
accompanying pain or 
distress to the animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranqtiilizing drugs were 
used 

E. Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and lor which the use ol appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the leaching, research, 
experiments, surgery, or tests. (An exptanation of 
the procedures producing pain or distress in these 
animats and the reasons such drugs were not used 
must be attached to this report). 

F. 

total no. 

OF ANIMALS 

(Cols. C 

D E) 

4. Dogs 






5. Cats 

27 


56 


56 

6. Guinea Pigs 






7. Hamsters 






8. Rabbits 






9. Non-human Primates 






10. Sheep 






11. Pigs 






1 2. Other Farm Animals 











^ > W - r. . 

1 3. Other Animals 






Mice 

440 

4,289 

155 


4,444 

Rats 

135 

1,416 

19 


1,435 








I ASSURANCE STATEMENTS 


1) . Protessionally acceptable standards governing the care, trealrnent, and use ol animals, including approriale use ol anesthetic, analgesic, and IranquilUing drugs, prior to, during, 

and tollowing actual research, teaching, testing, surgery, or experimentation were lollowed by this research tacilily. 

2) . Each principal investigator has considered alternatives to painlul procedures. 

3) . This lacility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specilied and explained by the 

principal Investigator and approved by the Instilulional Animal Care and Use Committee (lACUC) A summary ol all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation ol the exceptions, as well as the species and number ol animals altected. 


4). The attending veterinarian lor this research tacilily has appropriate authority to ensure the provision ol adequate veterinary care and to oversee the adequacy ol other aspects ol 
animal care and use. 


CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

1 certily that the above is true, correct, and complete (7 U S C Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

DATE SIGNED 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (OCT 88), which is obsolete ) 


part 2 ■ SECTOR OFFICE 




































. .. . VI 1 ^ > • ciliui « lu itspoi I uci.ui uiny lo I hfi reQiJl(jUoi)b cdn See reverse side for liWeruyency Report CopUrot No 

result in an order lo cease and desist and to be subject lo penalties as provided for in Section 2150. additional information. 0180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. , 

56-V-003 

FORM APPROVED 

0MB NO 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 
include Zip Code) 

Department of Veterans Affairs Central Office 
810 Vermont Ave., NW 

Washington, D.C. 20420 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held (or these purposes Attach additional 
sheets if necessary ) 

FACILITY LOCA 

TIONS (Sites) 



WJB Dorn VA Medical Center 


6439 Garners Ferry Road 

Columhla. SG 292Q9-1639 — 

[ REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FAC^ITY (Attach ailiJilional sheets ifj^ocessary or use APHIS^RM i'023A) 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held lor use In 
teaching, testing, 
experiments, 
research, or 
surgery bul not 
yet used lor such 
purposes. 

C Number ol 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

h. Number ul animals upon 
which experliiients, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and lor which appropriate 
anesthetic, analgesic, ur 
tranqiiilizing drugs were 
used 

E. Number ul animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and lor which the use ol appropriate 
anesthetic, analgesic, or Iranquilizing drugs would 
have adversely aflecled the procedures, results, or 
interprelalion of Ihe leaching, research, 
experiments, surgery, or tests. (An explanation ol 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached lo this report). 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Doqs 






5. Cats 






6. Guinea Pips 






7. Hamsters 






8. Rabbits 



104 


104 

9. Non-human Primates 






10. Sheep 






1 1 . Pias 






1 2. Other Farm Animals 












1 3. Other Animals 











408 



BR 




241 








I ASSURANCE STATEMENTS 


1) Professionally acceptable standards governing the care, Irealment. and use ol animals, including approriate use of anesthetic, analgesic, and tranquili, 2 ing drugs, prior to, during, 
and following actual research, leaching, testing, surgery, or experimenlation were lollowed by this research lacilily. 

2) . Each principal investigator has considered allernalives lo pantlul procedures. 

3) . This facility is adhering to the standards and regulations under the Act, and il has required that exceptions to the standards and regulations be specilled ana explained by the 

principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC) A summary ol all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation ol the exceptions, as well as the species and number ot animals affecled. 


4). The attending veterinarian lor Ihis research lacilily has appropriate authority to ensure the provision ol adequate veterinary care and lo oversee the adequacy ol other aspects ul 
animal care and use 


CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

1 cerlily lhal Ihe above is true, correct, and complete (7 U S C Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

m 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (OCT 88), which is obsolete ) 


PART 2 • SECTOR OFFICE 



























This repofl is required by Idw (7 USC 2143) Failure lo report according lu ihr* reijiilalions can 
resull in an order lo cease and desisl and lo.be subject lo penalties as provided lor in Section 2150 


See reverse side lor 
additional inlormalion 


liilcragoncy Report Control No 
OI8U-OOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. registration no. 

57-V-®02 .' 

FORM APPROVED 

OMB NO 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

2.- H^OOUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

Department of Veterans Affairs Heatral Office 

810 Vermont Avenue, NW 

Washington, DC 20420 

3. reporting facility (List all locations where animals were housed or used in actual research, testing, leaching, or experimenlalton. or held lor these purposes. Attach additional 
sheets il necessary ) 


FACILITY LOCATIONS (Sites) 


(509) YA Medical Center 

1 Freedom Wav 

Augusta, GA 30904-6285 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adulitionel sheets il riecessafy or use APHIS FORM /023AJ 


A. 

Animals Covered 

By The Animal 

Wellare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held lor use in 
leaching, lesling, 
experimenis. 
research, or 
surgery but not 
yet used for such 
purposes. 

C Number ol 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

0 Number ol animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress lo the animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranquiii^ing drugs were 
used 

E. Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and tor which the use ol appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely allecled the procedures, results, or 
interpretation of the leaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 

0 

0 

6 

0 

0 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

0 

0 

0 

0 

0 

7. Hamsters 

0 

0 

0 

0 

0 

8. Rabbits 

0 

0 

0 

0 

0 

9. Non-human Primates 

0 

0 

0 

0 

0 

10. Sheep 

0 

0 

0 

0 

0 

11. Pigs 

3 

0 

3 

0 

3 

1 2. Other Farm Animals 

0 

00 

0 

0 

0 







1 3. Other AnimaJs 






Rats 

1046 

0 

845 

0 

845 

Mice 

932 

0 

656 

0 

656 

* 







I ASSURANCE STATEMENTS 


1) . Prolessionally acceptable standards governing the care, treatment, and use ol animals, including approriale use ol anesthetic, analgesic, and tranqulli^ing drugs, prior to, during, 

and lollowing actual research, teaching, testing, surgery, or experimentation were totlowed by this research facility. 

2) . Each principal investigator has considered alternatives to painlul procedures 

3) . This lacility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specilied and explained by the 

principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC) A summary of all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as vrell as the species and numbei of animals affected. 


4) The attending veterinarian lor this research facility has appropriate authority to ensure the provision ol adequate veterinary care and lo oversee the adequacy ol other aspects ol 
animal care and use. 


CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Reiiponsible Institutional Official) 

1 certily that the above is true, correct, and complete (7 U S.C Section 2143). 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) \ 

1 

DATE SIGNED 


APHIS FORM 7023 (Replaces VS FORM 18-23 (OCT 88), which is obsolete ) 

(AUG 91) part 2 • SECTOR OFF1C£ 
















































































This report is required by law (7 USC 2143). Failure to report according to the regulations can 






e reverse side lor 
additional iniormalion. 


Interagency Report Contro 
0180-DOA-AN 

);»1 ;.,i! 'I'-'.tT;'* 


j - UNITED STATES DEPARTMENT OF AGRICULTURE " - - h - 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE u 

. .1 ,.v ■ ..hii-r.'l ■ Hi, 

ANNUAL REPORT OF RESEARCH FACiLiTY " 

(TYPE OR PRINT) 

, ’.r, 1 .T. '.’.rFORM approved 

^S-V-'OOB ' ) OMB NO 0579-0036 

2. HEADQUARTERS RES^RCH FACILITY [Name and Address, as registered with USDA 
include Zjp Cbde> i ^ '/• ' J i i ^ .<0 ‘r" 'J V ' • 

Department of Veterrans Affairs 

810 Vermont Aveaoe, NW 

Washington, DC 20420 

-J J T ’■ j-- Ti . 1 ..: - 

3. REPORTING FACILITV (List all locations where animals were housed or used in actual research, lesiing,^ leaching, or experiment alion. pr held lor these purposes' Atjach additional 
sheets il necessary ) 

FACILITV LOCATIONS (Sifes> ' , 

VA Medical Center/546 = - ^ ■ ..v "' 


1201 NW 16th Street ' ' 

Miami. Florida 33125 



I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITV (Attach aiUdihonal sheets if necessary or use APHIS FORM 7023^ 


A. 

Animals Covered 

By The Animal 

Wellare Regulations 

B. Number ol 
animals being 
bred,- 

conditioned, or 
held lor use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 

C Number ot 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
''conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

t)- Number ol animals upon 
which experiinenis, 
teaching, research, " 
surgery, or tests were 
conducted involving 
. accompanying F>ain or , 
distress to the animals 
and lor which appropriale 
anesthetic, analgesic, or 
traMquili.zing drugs were 
used. 

E. Number ol animals upon which leaching, ^ ., 

experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
lo Ihe animals and lor which Ihe use ot appropriale 
anesihelic, analgesic, or tranquilizing drugs would 
have adversely altecled Ihe procedures, results, or 
interpretation of Ihe teaching, research, 
experimients, surgery, or tests. (An explanation of 

Ihe procedures producing pain or distress in these 
animals and ihe reasons such, drugs were not used 
must be attached to this report}. ' ■ ' ” 

F. 

TOTAL NO. 

OF ANIMALS 

<Co»s. C + 

0 ^ E) 

4. Dogs 

0 

0 

0 

0 

ri 

u 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

1 

3 

0 

0 

3 

7. Hamsters 

0 

C 

0 

0 

0 

a. Rabbits 

2 

14 

0 

0 

14 

9. Non-human Primates 

0 

0 

c 

0 

0 

10. Sheep 

0 

0 

0 

0 

0 

11. Pias 

0 

0 

0 

0 

0 

1 2. Other Farm Animals 

0 

0 

0 

0 0 

r, 

Li 







1 3. Other Animals 






Rats 

28 

1.673 

189 

55 

1,908 

Mice 

368 

550 

29 

0 

579 

>'• Frn(;i«^ 

36 

-1P8 

0 

> 

0 

108 


ASSURANCE STATEMENTS 


1) . Prolessionally acceptable standards governing Ihe care, treatment, and use ol animals, including approriale use ol anesthetic, anaigesic, and lranquili,zing drugs, prior to, during, 

and loilowing actuai research, leaching, testing, surgery, or experimentation were followed by Ihis research lacilily 

2) . Each principal investigator has considered alternatives to paintui procedures 

3) . This lacilily is adhering to Ihe standards and regulations under Ihe Act, and it has required that exceptions to Ihe standards and regulations be specified and explained by Ihe 

principal invesligalor and approved by Ihe Inslilulional Animal Care and Use Cornmillee (lACUC) A summary of all such exceptions is attached to this annual report. In 
addition to ideniilying ihe lACUC approved exceptions, this summary includes a brief explanation of the exceptions, as well as Ihe species and number of animals atlecled. 

4) . The attending veterinarian lor Ihis research facility has uppropriale authority lo ensure Ihe provision ol adequate veterinary care and to oversee Ihe adequacy ol other aspects of 

animal care and use 

CERTIFICATION BY IIEADQUAKTES RESEARCH FACILITY OFFICIAL 
(ChieT Executive Officer or Legally Responsible Institutional Ofnciai) 

I certify that the above is true, correct, and complete <7 U S.C Section 2143) 


SIGNATURE OF C-E.O. OR INSTITUTIONAL OFFICIAL 


NAME & TITLE OF C.EO. OR INSTITUTIONAL OFFICIAL (Type or Print) 


DATE SIGNED 




APHtS FORM 7023 
(AUG 91) 


(Replaces VS FORM 1 8-23 (OCT 88), which is obsolete ) 


PART 2 - SECTOR OFFICE 


The following excerpt from the Animal Component Of Research Program (ACORP) of a 
funded VA Merit Review program active at our facility is provided as an explanation of the 
procedures producing pain or distress in animals listed in Category E of the Annual Report. 


All surgeries are done under anesthesia, and the animals are insensate to the procedures 
(Cat.D). With the excitotoxic pain model (QUIS surgery, all Cat. E), post-op analgesics have 
not been used, since they are known to intefere with the development of the outcomes to be 
examined. The same has proved to be true after transplantation of cell lines intra-spinally. 
Due to the nature of the excitotoxic injury, animals recover the next day without complications. 
On occasion, however, animals will develop excessive self-directed behavior, i.e., grooming, 
and should this become a problem, animals will be euthanized. Providing analgesia with such 
categories of drugs such as NSAIDS (anti-inflammatories), naracotic analgesics (morphine 
analogues), anti-convulsants or alpha-adrenergic analgesics are known to interfer with the 
mechanisms of pain being studied here (and treated with the cell therapy interventions). Any 
animal which develops signs of severe pain (vocalization, autotomy, lethargy, dull coat, 
aggressive response to mild stimuli, fighting in the cages, weight loss >10% ) will be excluded 
from the study and humanely euthanized with a DVR cocktail overdose. Each animal will be 
observed twice daily after each surgery, with body weight measured weekly. Each animal will 
have a personal health record maintained, including observations and treatments, including 
euthanasia, for untoward behaviors or signs of pain/distress. Although the PI will be 
responsible for such health records, the actual surgeon performing all procedures will perform 
the observations, treatments, and keep all health records for inspection in the Behavior suite 
of Dr. Eaton, Miami VAMC Animal Facility. 


Class of analgesic 

Justification for absence of use 

OPIOIDS 

may replace/interfere with alterations 
in the animals endogenous opioid 
system after injury; opioids are also 
known to participate in the secondary 
injury cascade, thereby exacerbating 
the extent of injury. 

ALPHA-2-AGONISTS 

may lead to long-term changes in 

adrenergic | ■ receptor j , (or 

othersj/receptor desensitization which 
is an important component in the 
onset of chronic pain behaviors. 


LOCAL/TOPICAL ANESTHETICS 

may interfere with or block sodium 
channels/or their firing; this is 
especially true in the case of 
peripheral injury models, but may be 
acceptable in the spinal cord injury 
models (such as QUIS. 

NSAIDS 

may prevent the immune response 
associated with injury that leads to the 
development of pain, e.g., apoptosis; 
as a critical component of the injury 
process, these drugs would 

significantly | 1 confound i 1 the 

experimental objectives of the 
research (such as the loss of 
endogenous GABA interneurons after 
injury). 

SEDATIVES/TRANQUILIZERS 

they do not function as analgesics; 
may lead to weight loss, abnormal 
grooming. 

OTHERS: ketamine, GABA agonists, 
NMD A antagonists 

may interfere with the cellular 
mechanisms/interventions | — ^ being 
evaluated, i.e., the imbalance of 
excitatory/inhibitory systems after 
injury and with interventions. 


This reporl is required by law (7 USC 2143) Failure lo report according lo the regulalions can Sae reverse side lor Interagency Report Control No. 

result in an order to cease and desist and to be subject to penalties as provided lor in Section 2150 additional information. 0180-DOA AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

1. REGISTRATION NO. | ^ ^ 

58-V-005 Tff HOO 

FORM APPROVED 
.r 0MB NO 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA 
include Zip Code) 

VX:CSa9inCIAIATl£Mm^7 for annual report 

1201 NW 16tOF5BESEARCH FACILITY 

Dept, of Veterans Af fairsaHeadquarters 

810 Vermont Avenue, NW 

Miami, FL yMU^TYPE OR PRINT) 

Washington, DC 20420 



I REPORT OF ANIMALSUSED BY OR UNDER CONTROL OF RESEARCH FACILITY {Attach adiditional sheets i1 necessary or use thistormj 


A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used for such 
purposes. 

C Number ol 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

a Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs were 
used. 

E. Number of animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and lor which the use of appropriate 
anesthetic, analgesic, or Iranquilizing drugs would 
have adversely affected the proitedures, results, or 
mterpretatlon of the teaching, research, 
experiments, surgery, or tests. !(An explanation of 
the procedures producing pairior distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 

F 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

D + E) 

12 a/OR 13 Other 
(List by species) 

Dogs 

12 

0 

0 

i 

0 

0 

Cats 

0 

0 

0 

0 

0 

Guinea Pigs 

12 

4 

0 

0 

4 

Hamsters 

0 

0 

0 

0 

0 

Rabbits 

0 

2 

0 

0 

0 

Non-human primal 

:es 0 

0 

0 

> 

0 

Sheep 

0 

0 

0 

0 

0 

Pigs 

0 

0 

0 

0 

0 

Other farm aninu 

■Is 0 

0 

0 

0 

HiHII 

* 

13. OTHER 





1 

' Mice 

123 

2207 

409 

0 

ERSRIIliillll 

Rats 

40 

74 

96 

0 


Frogs 

30 

150 

0 

0 

150 










• 





















* 







I ASSURANCE STATEMENTS 


1) . Professionally acceptable standards governing the care, treatment, and use of animals, including approriaie use of anesthetic, analgesic, and Iranquilizing drugs, prior to, during, 

and following actual research, teaching, testing, surgery, or experimentation were followed by this research lacility. 

2) . Each principal investigator has considered alternatives to painful procedures 

3) . This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 

principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of animals affected. 


4). The atlendi"'' — for this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of 
animal can 


CERTIFICATION BY HEADQUARTER RESEARCH FACIUTY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2143). 

SinNATrtRR rip r; F o mi iN.rtTiTi mnNAr" officiai 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 

/ 

DATE SIGNED 
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North Florida/ South Georgia Veterans Health S^j-stem 
Malcom Randall VA Medical Center (573) 


1601 S.W- Archer Road 
Gainesville, Florida 32608-1197 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach aMitioiial sheets it necessary or use APHIS FORM 7022A.) 


A. 


Animals Covered 
By The Animal 
Wellare Regulations 


B. Number ol 
animals being 
bred, 

conditioned, or 
held tor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 


4. Doas 


5. Cats 


6. Guinea Pios 


7. Hamsters 


8. Rabbits 


9. Non-human Primates 


10. Shee 


11. Pios 


12. Other Farm Animals 


C Number of 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

D- Number ol animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or ' 
distress lo the animals 
and lor which appropriate 
ahesihelic, analgesic, or 
Iranquilizing drugs were 
used 

E. Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
lo the animals and lor which the use ot appropriate 
anesthetic, analgesic, or Iranquili^ing drugs would 
have adversely atlecled the procedures, results, or 
interpretation ol the leaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C + 

0 + E) 

0 

5 

0 

5 

0 

3 

0 

3 

0 

0 

0 

0 

0 

0 

0 

0 

0 

161 

0 

161 

0 

0 

0 

0 

0 

0 

' 0 

0 

0 

0 

0 

0 

0 

0 

0 

0 



13. Other Animals 


Rats 


Mice 


0- 

1095 

0 

1095 

200 

2052 

0 

2252 



ASSURANCE STATEMENTS 


1) . Professionally acceptable standards governing the care, IrealinenI, and use of animals, including approriate use ol anesthetic, analgesic, and tranquilizing drugs, prior to, during, 

and following actual research, leaching, testing, surgery, or experimentation were Inllowed by this research facility. 

2) . Each principal investigator has considered alternatives to painlul procedures. 

3) . This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 

principal investigator and approved by the Inslitiilioiial Animal Care and Use Committee (lACUC) A summary ol all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-appruved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number ol animals alfecled 

4) . The attending veterinarian lor this research lacility has appropriate aulhorily lo ensure the provision of adequate veterinary care and to oversee the adequacy ol other aspects ol 

animal care and use. 


CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I cerlily that the above is true, correct, and complete (7 U S.C Section 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL. OFFICIAL 


NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 



APHIS FORM 7023 
(AUG 91) 


(Replaces VS FOR.M i8-23 (OCT 88). which is obsolete ) 


PART 2 - SECTOR OFFICE 














































































This report IS required by law (7 USC 2143) Failure lo report according to ihe requialions can See reverse side lor 

rea-ill m an order lo cease and desist and lo be subject to penalties as provided lor in Section 2150. additional information 


Interagency Report Conirol No 
0180-DOA-AN 

UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. 0 )1 

61-V-003 \\ 

FORM APPROVED 

0M8 NO 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILITY (Name ^nd Address, as registered with USDA, 
include Zip Code) 

DepartmenC of Veterans Affairs 

810 Vermont Avenue NW 

Washington, DC 20420 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, leaching, or experiinentalion, or held lor these purpr>ses. Attach additional 
sheets it necessary.) 


FACILITV LOCATIONS rSi/es> 


596 VA Medical Center 

2250 Leestovn Road 

Lexington, KY 40511-1093 


1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adiditinnal sheets il necessary or use APHIS PORM W23A ) \ 

A. 

Animals Covered 

By The Animal 

Welfare Regulalions 

B. Number of 
animals being 
bred, 

conditioned, or 
held lor use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 

C Number ol 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

0 Number ol animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress lo Ihe animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranquilizing drugs were 
used 

E. Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
lo the animals and tor which Ihe use ol appropriate 
anesthetic, analgesic, or Iranquili^ing drugs would 
have adversely affected the procedures, results, or 
interpretation ol Ihe leaching, research, 
experiments, surgery, or tests. (An explanation ol 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 



2 


2 

5. Cats 






6. Guinea Pigs 






7. Hamsters 






8. Rabbits 






9. Non-human Primates 






10. Sheep 






1 1 . Pios 






1 2. Other Farm Animals 












1 3. Other Animals 






Rats 

100 

518 



618 

Mice 

2493 

4992 



7485 








I ASSURANCE STATEMENTS 


1). Prolesslonally acceplable standards governing the care, treatment, and use of animals, including approriate use ol anesthetic, analgesic, and tranquili^ing drugs, prior to, during, 
and lollowing actual research, leaching, testing, surgery, or experimentation were lollowed by this research facility. 


2) . Each principal investigator has considered alternatives to painlul procedures. 

3) . This lacilily is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 

principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC) A summary of all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation ol the exceptions, as well as the species and number ol animals aflecled. 


4 ). 


The attending veterinarian lor this research facility has appropriate authority to ensure the provision ol adequate veterinary care and to oversee the adequacy ol other aspects ol 
animal care and use. 


CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally lal Official) 

I certify that the above is true, correct, 2143) 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 


NAME & TIILAQ'' L:!(cx»^"pKjiflVtliUllONAL OFFICIAL fType or Print) 


DATE SIGNED 



APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (OCT 88), which is obsolete ) 


PART 2 • SECTOR OFFICE 




























This report Is required by law (7 OSCJa^aa) Failure to report according to the regulations can 
result in an order to cease and desist and lo be subject to penalties as;> provided lor in Section 2150. 


See reverse side lor 
additional inlorination. 


Interagency Report Control No. 
0180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. registration no. 


61-V-003 


form approved 

OMB NO. 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered witiTuSD^ 
include Zip Code} 


CONTINUATION SHEET FOR ANNUAL REPORT 
OF RESEARCH FACILITY 

( TYPE OR PRINT) 


Department of Veterans Affairs 
810 Vermont Avenue NW 
Washington, DC 30420 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adiditional sheets if necessary or use this form.) 


Animals Covered 
By The Animal 
Welfare Regulations 


12 4;OR 13. Other 
(List by species) 


B. Number of 
animals being 
bred, 

conditioned, or 
held for use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 


C Number ol 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ot pain- 
relieving drugs. 


D. Number ol animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranquilizing drugs were 
used. 


Number of animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
lo the animals and for which the use of appropriate 
anesthetic, analgesic, or iranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation of the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 


TOTAL NO. 
OF ANIMALS 


(Cols. C + 
O + E) 



ASSURANCE STATEMENTS 


1). Professionally acceptable standards governing the care, treatment, and use of animals, including apprdriafe use of anesthetic, analgesic, and Iranquilizing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were followed by this researSh tacilily. 


2). Each principal investigator has considered alternatives to painlul procedures. 


j 

3). This tacilily is adhering to the standards and regulations under the Act, and it has required that excepiions/lo the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A sumniary of all such exceptions is attached to this annuai report In 
addition lo identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number ol animals affected. 


4). The attending veterinarian lor this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects ot 
animal care and use. 


CERTIFICATION BY HEADQUARTES RESEARCH FACIUTY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I certify that Ihe above is true, correct, and comple 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 


NAME & TITLE OF C.io. oi) AsT^UI^ONAL OFFICIAL fTyoe i 




DATE SIGNED 

i:'/ i 


APHIS FORM 7023A 
(AUG 91 ) 


PART 2 -SECTOR OFFICE 












Sm rawan* sMte for 
addilionai inlormalKin. 


Inieragancy Rapori Coniroi No 
OISO^A-AN 


DEC 0 22003 

This rapori is requirad by Uw (7 USC 21 43) Failura lo repori according lo iha raguUlions can 
rasull in an order lo cease and ciesisi and lo be subjeci lo penalties as provided lor in Saciioo 2150 


” UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

" ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


H 

n 

form approveo 

OMB NO 0579-0036 

2. HEADQUARTERS RESEARCH FACIUTV (Namm and Addnst. as regislared with USDA 
include Zip Code! 

Department of Veterans Affairs HQ 

810 Vermont Avenue, NV 

Washington, D.C. 20420 

3. reporting facility (List all localions where animals were housed or usad m actual rest 
sheets il necessary.) 

larch, testing, leaching, or axperaneiilaiian, or held lot these purposes. Attach additional 


FAaUTY LOCATIONS 


VA Tennessee Valley Healthcare SystBin 
Nashville Uampus 

1310 24th Ave. S. Nashville, TN 37212-2637 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL FORM^Q23^ 


A. 

Animals Covered 

By The Animal 

Wellare Regulations 

B. Number ol 
animals being 
bred. 

condilioned. or 
held lor use in 
leaching, testing, 
experiments, 
research, or 
surgery but nol 
yet'used lot such 
purposes. 

C Number ol 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

O' Number ut animals upon 
which experiments, 
leaching, research, 
surgery, or lesis were 
conducted involving 
accompanying pain or 
distress lo Ihe animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranquili/ing drugs were 
used 

E. Numbei ol animats upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
lo Ihe animals and lor which the use ol appropriate 
aneslheiic, analgesic, or iranquili 2 ing drugs would 
have adversely allecled Ihe procedures, results, or 
inierpreiaiion ol Ihe leaching, research, 
experiments, surgery, or lasts. (An axplanation ot 
the procedures producing pain or ditfratt in lhaaa 
animalM and the raatont tuch drug$ were not used 
must be altactiad to thit rapori). 

F, 

total no 

OF ANIMALS 

(Cols. C ♦ 

D e E) 

4. Ooqs 






5. Cats 






6. Guinea Pigs 






- Hamsters 




- 


Rabbits 

0 

2<? 

4R 

0 

77 

9. Non-human Primates 






10. Sheep 






11. Pios 






12. Other Farm Animals 




- 








13. Other Animals 






Mi r_#» 

0 

RR^H 

6,023 

136 

8.905 

Rats 

mnffiiiiiii 

171 

320 

108 

599 








I ASSURANCE STATEMENTS 


I) Prolessionally acceptable standards governing Ihe care, Irealment, and use ol animals, including approriale use ol aneslheiic, analgesic, aiHl Iranquiluing drugs, prior lo, during, 
and lollowing actual research, leaching, lasting, surgery, or eaperirrrenlalion were lollowad by this research lacitily. 


2) Each principal invesligalor has constderad allernalivas lo painlul procedures. 


3) This lacilily is adhering lo the standards and regulations under Ihe Aci, and il has required that exceptions lo Ihe standards and regulations be specilied and explained by ihe 
principal invesligalor and approved by Ihe Insliliiliorial Animal Care and Use Coinmillea (lACUC) A summary of all such exceptions is attached to this annual report. In 
addition lo ideniilying Ihe lACUC-approved exceplioits, this summary includes a brial axpianalion ol Ihe exceptions, as well as ihe species and number ol animals allecled. 


4) The aiiending veieruianan lor this research lacilily has appropriate aulhurity to ensure Ihe provision ol adequate velerinary care and lo oversee Ihe adequacy ol other aspects ol 
animal care and use. 


1 CERTIFICATION BY IIEADQUAKTES RESEARCH FACILITY OFFICIAL 

1 (Chief Execulive Officer or Legally Responsible Institutional Official) 

* 1 ceriily that Ihe above is Irite. correct. aiKf complete (7 U S C Snclion 2143) 

JNATUi C.E.O. OR INSTI1 ICUU. 

NAME 8 TITLE OF C.EO. OR INSTITUTIONAL OFFICIAL (Trpo ot Pr$nO 

DATE SIGNED 

///o(/o3 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS 


(CX^T 88), wtuch IS obsolete ) 































Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 

1. Registration Number 63-V~002 

2. Number 26 ^of animals used In this study. 

3. Species (common name) rat-spragtip o f animals used In the study. 

davley 

4. Explain the procedure producing pain and/or distress. 

REM Sleep Deprivation 

Behavioral Test- Free-operant avoidance 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 


see attachment 


6. What, If any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 


Agency N/ A CFR W/A 



REMSD have been found only to alter avoidance responding so the free-operant 
avoidance procedure is necessary. Pain cannot be relieved because the stimulation 
produced by the shock is the animal’s motivation for lever pressing to avoid shock. 

7. Expected Clinical Signs Of Pain/Distress: 

Please describe clinical signs to be expected. Indicate the severity and duration of each clinical sign, 
the frequency the animal will be monitored and when the pain will be eliminated or managed 
(euthanasia, drugs or withdrawal of painjiil stimulus). The committee must understand that the pain is 
the minimum needed for the shortest time possible, consistent with the experimental goals. 


a. REMSD: No anticipated clinical signs of pain/distress are anticipated given our 
previous use of this technique. However, if animals fall repeatedly into the water 
they will be removed from the experiment. 

b. Free-operant avoidance: No anticipated clinical signs of pain/distress are 
anticipated given our previous use of this technique. However, if an animal fails 
to avoid at least 75% of shocks for 5 sessions they will be removed from the 
experiment. 



Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part erf an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number, 


63-V-002 


2. Number 


lOOZ (82) 


3. Species (common name) 


_of animals used in this study, 
of animals used in the study. 


4. Explain the procedure producing pain and/or distress. 

Various tests of thermal and chemical pain sensitivity: 

including hotplates, tail flick, escape task, feeding 
interference task, place preference task (all are 
variations on hotplate) and Formalin test. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 


The purpose of all of the above tests are to find 
ways to decrease pain sensitivity without applying 
some uncomfortable stimuli, it is impossible to 
detect a decrease in pain sensitivity in response 
to our various selective neural lesions. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 


Agency. 


CFR 



Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number 


63-V-002 


2. Number 


100% (136) 


jof animals used in this study. 


3. Species (common name) Mice 


_of animals used in the study. 


4. Explain the procedure producing pain and/or distress. 


Hotplate, Tail flick (thermal pain tests). 
Chemical pain tests (capsaicin. Acetic acid. 
Formalin) 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 


The purpose of these experiments are to detect 
changes in pain sensitivity as a result of genetic 
manipulations. It would be impossible to identify 
genes that affect pain sensitivity without testing 
the responses of genetically altered mice to 
uncompf ortable stimuli. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


Agency. 


CFR 



iiii» IS requireo oy law [f UbC i!l43) Failure to report accordirrg to the regulations can See reverse side lor Interagency Report Control No 

result in an order to cease and desist and to be subject to penalties as provided lor in Section 2150. additional inlormalion. 0180-OOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. 

ft^-v-nn? 93 ^ 

FORM APPROVED 

0MB NO 0579-0036 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

Department of Veterans Affairs HQ 

810 Vermont Avenue, NW 

Washington, D.C. 20420 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, leaching, or experimentation, or held lor these purposes. Attach additional 
sheets it necessary.) 


FACILITY LOCATIONS (Sites) 


VA Tennessee Valley Healthcare System 
Nashville Campus (620) " 

1310 24th Ave. S. Nashville, TN 37212-2637 


|^REPORTOFANIMALSUSED^BY^ORUNDER^ONTROL^OFRESEARCT^ACIljr>r^//ac/^dicii/(oiia^/ree/^ni^^ 


A 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held lor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used tor such 
purposes. 

C Number ol 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ot pain- 
relieving drugs. 

b Number ol aiiiinals upon 
which experiinenis, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress lo the animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranquilizing drugs were 
used 

E. Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
lo the animals and tor which the use ol appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely allected the procedures, results, or 
inlerprelalion ol the leaching, research, 
experiments, surgery, or tests (An explanation ot 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C -t- 
0 + E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 






7. Hamsters 






8. Rabbits 

0 

29 

48 

0 

77 

9. Non-human Primates 






10. Sheep 






It. Pias 






1 2. Other Farm Animals 

■ 












1 3. Other Animals 






Mi 

0 

RRHH 

6^f)23 

136 

8.905 

Rats 


171 


108 

599 








I ASSURANCE STATEMENTS 


1) Prolessionally acceptable standards governing the care, trealineni, and use ol animals, including approriate use ol anesthetic, analgesic, and tranquili<:ing drugs, prior to, during, 
and lollowing actual research, leaching, testing, surgery, or experimentation were lollowed by this research lacilily. 

2 ) . Each principal investigator has considered alternatives to painlul procedures 

3) This lacihty is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specilied and explained by the 
principal investigator and approved by the Inslilulional Animal Care and Use Committee (lACUC) A summary ot all such exceptions is attached to this annual report. In 
addition lo identifying the lACUC-approved exceptions, this summary includes a brief explanation ol the exceptions, as well as the species and number ol animals allected. 

4) The ailending veterinarian lor this research facility has appropriate authority lo ensure the provision ot adequate veterinary care and lo oversee the adequacy ol other aspects ol 
animal care and use. 


CERTIFICATION BY IIEAOQE ARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Orficer or Legally Responsible Institutional Official) 

I certify that the above is true, correct, and complete (7 U S C Section 2143) 


SIGN ATI F 1^ nR IMST 


NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ^ype or Print) 


DATE SIGNED 




APHIS FORM 7023 
(AUG 91) 


(Replaces VS 


(OCT 88), which is obsolete ) 


PART 1 - HEADQUARTERS 




























Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 

1. Registration Number: 63-V-002 

2. Number 26 ^of animals used in this study. 

3. Species (common name) rat-spragne o f animals used in the study. 

dawley 

4. Explain the procedure producing pain and/or distress. 

REM Sleep Deprivation 

Behavioral Test- Free-operant avoidance 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 


see attachment 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 


Agency N/A ^CFR N/A 



statement C: Justification for Type C Animal Use 


(If this statement is blank, you may delete it) 

Attach a separate Statement C for each species 

1. Species: Sprague-Dawley Rat 

Procedures that may cause more than momentary or slight pain must, in their planning, involve 
consultation with a veterinarian trained in Laboratory Animal Medicine. 

Veterinarians, Dr. Joan Richerson and Dr. Greg Hanley, may be reached by calling the Division 
of Animal Care at 322-2231. 

2. Which Veterinarian Have You Consulted? Joan Richerson 

Date Consulted: 12/02 

3. List Procedures That Will Cause Pain That You Propose To Use: 

a. REM sleep deprivation'. REMSD entails placing an animal on a 7 cm pedestal in 
an environment surrounded by 28 C water. Two pedestals are present to allow 
movement. Food and fresh water are available ad libitum. Animals will be 
exposed to REMSD for 48 hr. 

b. Free-operant avoidance'. Avoidance entails placing an animal in a conditioning 
chamber. While in the chamber a 1 mA shock of 0.5 sec duration is delivered 
every 5 sec. Each time a lever is pressed, the next shock is postponed for 20 sec. 
By intermittently pressing the lever an animal can avoid most, or all, shocks. 

4. Alternatives To Painful Procedures: 

The Principal Investigator must provide a written narrative of the sources consulted to 
determine whether or not alternatives exist to procedures that may cause pain or 

The minimal written narrative must include: 

• Databases searched or other sources consulted, 

• Date of the search, 

• Years covered by the search, and 

• Key words or search strategy used by the Principal Investigator when considering 
alternatives to the above listed procedures or descriptions of other methods. This 
information should provide assurance that there are no alternatives available to the 
painful or distressful procedures listed above. The Narrative should be such that the 
Institutional Animal Care and Use Committee can readily assess whether the search 
topics were appropriate and whether the search was sufficiently thorough. 

From the USDA Animal Care Resource Guide — Policy #12: 

Consideration of alternatives to each procedure which may cause pain or distress must 
state sources consulted, such as Biological Abstracts, Index Medicus, Medline, the 
Current Research Information Services (CRIS), and the Animal Welfare Information 
Center (AWIC). 

Reduction , replacement and refinement (the three R’s) must be addressed, not just 
animal replacement. 





distress. 


Please Provide Your Narrative Below; 

We have conducted a literature review to determine if (a) an alternative non-animal 
model existed to study the questions proposed and (b) if we were inadvertently 
replicating work from another laboratory. The search was conducted on 1/2/02 and 
covered the dates from 1/1/1970 to 3/1/02. The databases searched were Medline 
and PsychLit. In addition, an independent review has been conducted using the 
Animal Welfare Center of the U.S. Department of Agriculture’s AGRICOLA 
database. 

a. REMSD; Keywords included alternatives, sleep deprivation, rapid-eye movement 
sleep deprivation, paradoxical sleep deprivation, flower pot technique, and 
pedestal-over-water method. No alternative procedures or models were found for 
studying the mechanisms of sleep deprivation, nor was there any evidence that we 
are proposing to replicate previous work. Reduction: 48 hr of REMSD has been 
the minimum level demonstrated to induce changes in negatively reinforced 
operant behavior. Replacement: No procedures were found that would replace 48 
hr of REMSD using the pedestal-over-water method. Refinement: In order to 
reduce possible stress produces by placement on a pedestal via immobility, we 
will use two pedestals to allow animals free movement within the REMSD tanks. 

b. Free-operant avoidance. Keywords included alternatives, active avoidance, 
negative reinforcement, free-operant avoidance, avoidance. No alternative 
procedures or models were found for studying avoidance reinforcement, nor was 
there any evidence that we are proposing to replicate previous work. Reduction: 
A reduction in the level of stimulation increases the amount of time the animal 
needs to establish a useable baseline. An increase in the level of stimulation 
decreases the amount of time the animal needs to establish a useable baseline. 
Our use of 1 mA shock for 50 min sessions seems to minimize the balance 
between shock intensity and session duration. Replacement: No procedures were 
found that would replace the free-operant avoidance method. Refinement: We 
believe that we are currently using the best balance between shock intensity and 
session length to minimize stress to the animal. 

5. Results Of Search: 

_X_ No alternatives were found. 

Yes, alternatives were found. Explain why they cannot be used below: 

6. Justify No Pain Relief: 

Provide a scientific justification why drugs, which might alleviate pain, will be withheld. Document 

the rationale for this decision and provide references, if possible. This information is required in our 

annual USDA report and may be quoted directly from this protocol form. 



REMSD have been found only to alter avoidance responding so the free-operant 
avoidance procedure is necessary. Pain cannot be relieved because the stimulation 
produced by the shock is the animal’s motivation for lever pressing to avoid shock. 

7. Expected Clinical Signs Of Pain/Distress: 

Please describe clinical signs to be expected. Indicate the severity and duration of each clinical sign, 
the frequency the animal will be monitored and when the pain will be eliminated or managed 
(euthanasia, drugs or withdrawal of painful stimulus). The committee must understand that the pain is 
the minimum needed for the shortest time possible, consistent with the experimental goals. 


a. REMSD: No anticipated clinical signs of pain/distress are anticipated given our 
previous use of this technique. However, if animals fall repeatedly into the water 
they will be removed from the experiment. 

b. Free-operant avoidance: No anticipated clinical signs of pain/distress are 
anticipated given our previous use of this technique. However, if an animal fails 
to avoid at least 75% of shocks for 5 sessions they will be removed from the 
experiment. 



Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number:. 


63-V-002 


2. Number 


100% (136) 


of animals used in this study. 


3. Species (common name) ^of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 


Hotplate, Tail flick (thermal pain tests). 
Chemical pain tests (capsaicin. Acetic acid. 
Formalin) 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 


The purpose of these experiments are to detect 
changes in pain sensitivity as a result of genetic 
manipulations. It would be impossible to identify 
genes that affect pain sensitivity without testing 
the responses of genetically altered mice to 
uncompf ortable stimuli. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 1 13.102): 


Agency. 


CFR 



Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an official form and its use is 
voluntary. Names, addresses, protocols, veterinary care programs, and the like, are not required as part of an 
explanation. A Column E explanation must be written so as to be understood by lay persons as well as scientists. 


1. Registration Number: 


63-V-002 


2. Number 


of animals used in this study. 


3. Species (common name) ^of animals used in the study. 

4. Explain the procedure producing pain and/or distress. 

Various tests of thermal and chemical pain sensitivity; 

including hotplates, tail flick, escape task, feeding 
interference task, place preference task (all are 
variations on hotplate) and Formalin test. 


5. Provide scientific justification why pain and/or distress could not be relieved. State methods or means used to 
determine that pain and/or distress relief would interfere with test results. (For Federally mandated testing, see 
Item 6 below) 

The purpose of all of the above tests are to find 
ways to decrease pain sensitivity without applying 
some uncomfortable stimuli, it is impossible to 
detect a decrease in pain sensitivity in response 
to our various selective neural lesions. 


6. What, If any, federal regulations require this procedure? Cite the agency, the code of Federal Regulations 
(CFR) title number and the specific section number (e.g., APHIS, 9 CFR 113.102): 


Agency. 


CFR 



This report is required by law (7 USC 2143). Failure to report according to the regulations can See reverse side tor Interagency Report Control No 

*’ result ir. an order to cease and desist and to be subject to penalties as provided lor in Section 2150. additional information. , 0180-DOA-AN 

■ . ■ . .-II.-';- .. ‘ ■. .r- . : n. ■ ' V-. an..: 


> * ' UNITED STATES DEPARTMENT OF AGRICULTURE • 

. ) 1- . i. * : 

- 'll 

"I 'V - P' O A "i ^ i 3 . 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. 

■*.• .'1 '.in, ■t-r-.i- .11 j-»i,:il-! j|’ . 'Iran 

■lUi I Ijlll... -It'lilU.iJ . 1 .i>T 

, U. ijoiFORM APPROVEDu.; 

!., .OMB.Na 0579>0036 ' 

2._^ HEADQUARTERS RESEARCH FApiLITY (Name and Address, as registered with USDA. 

- include Zp C^e) _;'V' - i AJ' iV'O 

, ZVAl Medical Center" • 

1101 Veterans Drive 

Lexington, Kentucky 40502 

3. REPORTING FACILITY (List all locations where animals were housed or used in actual resi 
sheets il necessary.) 

earch, testing, teaching, or expefimeiitation, or hetd tor these purposes. Attach additional 

FACILITY LOCATIONS fSi/es> 

596- VA Medical Center 



1101 Veterans Drive 
Lexington, Kentucky 40502 


I REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH^FACILITY (Attach adidiltonal 5hee^5^^cessar^fjise_APHg^O«M^^3A^ 


A. 

Animals Covered 

By The Animal 

Welfare Regulalions 

B. Number of 
animals being 
bred, 

conditioned, or 
held tor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 

C Number ol 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

D. Number ol animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying p>ain or 
distress to the animals 
and lor which appropriate 
anesthetic, analgesic, or 
tranquili^ing drugs were 
used. 

E. Number ol animals upon which leaching, 

experiments, research, surgery dr tests were " 
conducted involving accompanying pain or distress 
to Ihe animals and lor which Ihe use of appropriate 
anesthetic, analgesic, or iranquilizing drugs would -, ^ 
have adversely affected the procedures, results, or 
interpretation of Ihe leaching, research, 
experiments, surgery, or tests. (An explanation of 

Ihe procedures producing pain or distress in these 
■animals and Ihe reasons such drugs were not used 
must be attached to this report). ^ 

F. 

TOTAL NO. 

OF ANIMALS 

(Cofs. C + 

D + E) 

4. Dogs 

0 

0 

0 

0 

0 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pigs 

0 

0 

0 

0 

0 

7. Hamsters 

0 

0 

0 

0 

0 

8. Rabbits 

8 

0 

0 

4 

4 

9. Non-human Primates 

0 

0 

0 

0 

0 

10. Sheep 

0 

0 

0 

0 

0 

1 1 . Pies 

0 

0 

0 

0 

0 

12. Other Farm Animals 

0 

0 

0 

0 

0 







1 3. Other Animals 






Mice 

811 

mm 

2659 

1438 


Rats 

73 

15 

400 

29 

444 








I ASSURANCE STATEMENTS 


1) Protessionatly acceptable standards governing the care, treatinent, and use ot animals, including approriale £se of anesthetic, analgesic, and tranqullljing drugs, prior to, during, 
and following actual research, teaching, testing, surgery, or experimentation were tollowed by this research lacitity 

2) Each principal investigator has considered alternatives to painlul procedures 


3). This tacility is adhering to the standards and regulalions under the Act, and it has required that exceptions to the standards and regulations be specilied and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC) A summary of all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a briel explanation ol the exceptions, as well as the species and number ot animals allecled 


4) 


The attending veterinarian toi this research facility has appropriate authorily to ensure the provision of adequate veterinary care and to oversee the adequacy ol other aspects ol 
animal care and use. 


CERTIFICATION BY lIEAnQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Ofllcer or Legally Responsible Institutional Official) 

I certify that Ihe above is true, correct, and comptele (7 U S.C Section 2t43) 


SIGNATURE np r' c r> or ixjeiTiTiiTinNAi nPPir'iAi 

NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL ^ype or Print) 

DATE SIGNED 



" r ■■ 



a*. 


APHIS FORM 7023 .(Replaces VS FORM 18 23 (OCT 88), which is obsolete ) 
(AUG 91) 


PART ? - .‘^pnTDR nPFir F 

































































Pain Category E Justifications 


Painfiil Procedures: 

• Administration of chemotherapeutic agents (SC or IP) to reduce 
xenograft tumor size. 

• Surgical excision of tumors with assistance of anesthetic 
Endpoint requirements: 

• 10% weight loss, poor coat skin condition, decreased in grooming, 
activity, appetite and/or behavior. 

• Xenograft tumors exceeding 3200 cubic millimeters, showing 
ulceration to the skin surface, evidence of infection, or unpaired 
mobility. 

The use of pain relieving medications is not possible since nonnal course 

of tumor progression may be altered by treatment. 


Painful Procedures: 

• Bone marrow transplant recipients for the determination of graft 
versus host disease 

• Leukemia survival studies 

• Irradiation survival studies 
Endpoint requirements: 

Stress relief not possible because pain-relieving drugs may affect 
outcome of the disease process. 

• 20% weight loss from pre irradiation weight 

• Decreased activity, ruffled fur, or failure to groom. 


VMU # 01-0026V, 04.0010V 
Painful Procedure: 

• Lethal or sub lethal total body irradiation (TBI) 

• Tumor cells (Lewis Lung or A20 lymphoma cells) 

• Combination of TBI and tumor cells 



Endpoint requirements: 

• Sub lethal TBI experiments will experience some discomfort and may 
have diarrhea 

• Sub lethal TBI and tumor cells experiments will be euthanized prior to 
cancer related death at specific time points. 

• Lethal TBI with/without radioprotective drug therapy will experience 
unavoidable distress prior to death. 

Mice will be euthanized at selected post treatment time points. Any mice 
experiencing pain or unexpected discomfort will be euthanized 
immediately. Unexpected discomfort is exhibited by lack of grooming, 
decreased inquisitiveness, and 20% weight loss compared to pre 
irradiation weight. 

The use of pain relieving medications is not possible since normal course 
of tumor or irradiation damage may be altered by treatment. 


Painful Procedure: 

• Simulating uncontrolled hemorrhagic shock (UHS) in battlefield 
conditions. Current medications to alleviate pain depress cognitive 
function as well as negatively affecting physiological responses to 
trauma. To measure analgesic properties of the proposed opioid, 2 
analgesic assays will be used. The rat-tail flick reflex and the paw lift 
hotplate assay. 

• Pain relieving drugs can’t be used because it may depress pain models 
and cognitive function, which is what is being measured. 

Endpoint Criteria: 

• Decreased activity that affect locomotion and grooming patterns 

• 10% weight loss from initial weight 

VMU#03-0002V 

Painful Procedure: 

• Surgery for catheter placement will have appropriate anesthesia; 
however, they will be bled from the femoral artery catheter to 
simulate rapid blood loss in a battlefield condition. Uncontrolled 
hemorrhagic shock occurs without immediate analgesia and 
appropriate fluid resuscitation; therefore, the study requires rapid 
blood loss until the blood pressure drops to 30mmHg. 



• Fluid resuscitation will be initiated at SOmroHg with lactated ringers 
and opioid infusions via the femoral vein until the pressure is steady at 
60mniHg. 

• Analgesic models using Rat tail flick, hotplate assay, and Carrageenan 
Hyperalgesia assay. 

• Thermal stress- Animals will be placed in 42 degree C incubator for 
one hour. 

Endpoint Criteria: 

• Pain relieving drugs cannot be administered because the animals must 
experience the desert battlefield conditions and pain associated with 
UHS to measure if lactated ringers vs. lactated ringers combined with 
the delta opioid is a better treatment plan. 

• Decreased activity that affect locomotion and grooming patterns 

• 10% weight loss from initial weight 


Painful Procedure: 

• Immunodeficient SCID mice are used as a source of Pneumocystis 
organisms because the fungi cannot be cultured. SCID mice die from 
a natural mfection within 8 weeks of exposure, usually from severe 
inflammatory response. Weekly subcutaneous cortisone injections 
will be administered beginning 6 weeks post exposure. 

Endpoint Criteria: 

• To decrease the numbers of animals used for organism collection, the 
wait period must be prolonged to allow significant growth. The lungs 
will be harvested when it has a large lung burden (8 weeks post 
exposure). 

• Mice will be euthanized if found moribund. 


Painful Procedure: 

• Examines the interaction of viral infection with graft vs. host disease. 

• Any interference in disease progression will limit ability to obtain 
meaningful data. 

Endpoint criteria: 

• weight loss greater than 20% 

• severe signs of graft vs. host disease including skin lesions, diarrhea, 
alopecia, and hunched posture. 


Painful Procedure: 

• Inoculation of Pneumocystis Carinii (PC) and cytomegalovirus 
(CMV) in dually infected animals will cause pain and distress during 
course of the infection. 

• Administration of analgesics and anti-inflammatory agents may alter 
the host immune responses that are being investigated. 

Endpoint Criteria: 

• More than 20% basal weight loss at any time 

• Showing signs of distress: hunched posture, failure to groom, labored 
breathing, and lack of activity for 3 days. 

• Moribund or fail to respond to external stimuli. 


Painful Procedure: 

• Interactions between a cytomegalovirus (CMV) and allogenic immune 
responses that ultimately result in disease. 

• Total Body Irradiation (TBI) to eliminate hematopoietic cells. 

• IV injection of Bone marrow cells-Under anesthesia mice will receive 
retro orbital IV injections of bone marrow and splenocytes. These 
mice will develop either graft vs, host disease and/or CMV. 

• Administration of analgesics is not possible because it may alter the 
natural host responses and disease progression. 

Endpoint Criteria: 

• Appear moribund or in clinical distress 

• 20% weight loss 

• loss of inquisitiveness, lack of mobility, hunched posture, severe 
diarrhea, or severe skin lesions 


Painful Procedure: 

• Tissue cages previously surgically implanted will be infected with S. 
Aureus to determine growth characteristics of bacteria in vivo. These 
animals wOl not receive antibiotics. 

Endpoint Criteria: 


Pain and distress will be relieved as much as possible during sampling 
procedures with the use of anesthetics and analgesics. It will not 
possible to relieve all pain and distress associated with the infection. 

If animal is in obvious pain, becomes anorexic, develops diarrhea, or 
exhibits greater than 10% weight loss for more than 2 days, it will be 
euthanized. 

All animals will be euthanized after sampling endpoints, no more than 
10 days. 
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___ 2. HEADQUARTERS RES^RCH FACILITY (Name and Address, as registered with USDA, 

J include Zip Cod^ w -I w • i • : 

Departmeht of • Veterans Affairs Headquari 
810 Vermont Avenue, N,W. 

Washington, D.C. 20420 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held |or these purposes^ Attach additional 
sheels il necessary.) 


' FACILITY LOCATIONS VSr/esj 


VA Tennessee Valley Healthcare System 


Nashville Campus • 
1310 24th Ave. S. 


REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adiditional sheets il necessary or use APHIS FORM 7023A.) 





Animals Covered 
By The Animal 
Wellare Regulations 


6. Number ol 
animals being 
bred, 

conditioned, or 
held lor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. ■' 


C Number ol 
animals upon 
which teaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 


Number ol animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and lor which appropriale 
anesthetic, analgesic, or 
Iranquilizing drugs were 
used 


Number ol animals upon which leaching, ., . . 

experimeriis, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and lor which the use ol appropriale 
arresihelic, analgesic, or Iranquilizing drugs would 
have adversely allecled the procedures, results, or 
interpretation ol the leaching, research, 
experiments, surgery, or tests. (An explanation ol 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
iriust be attached to this report). 


TOTAL NO. 
OF ANIMALS 


(Cols. C 

D + E) 



4. Doqs 


5. Cats 


6. Guinea Pias 


7. Hamsters 


8. Rabbits 


9. Non-human Primates 


10. Shee 


1 1 . Pias 


12. Other Farm Animals 


13. outer Animals 


Nonreeulated : 


4.302 4,081 


4 


ASSURANCE STATEMENTS 


1) Prolessionally acceptable standards governing the care, treatment, and use ol animals, including approriale use ol anesthetic, analgesic, and Iranquilizing drugs, prior to, during, 
and lolluwing actual research, teaching, testing, surgery, or experimentation were lollowed by this research lacilily 

2) . Each principal invesligalur has considered alternatives to paiiilul procedures 

3) This lacility is adhering to the standards and regulations under the Act, and il has required that exceptions to the standards and regulations be specitied and explained by the 
principal invesligator and approved by the Institutional Animal Care and Use Coinmiliee (lACUC). A summary of all such exceplions is attached to this annual report. In 
addition to idenlllying the lACUC-approved exceplions, this summary Includes a briel explanation ol the exceptions, as well as Ihe species and number ol animals allecled 

4) . The attending veterinarian lor this research lacilily has ap|>rupriate authority to ensure Ihe provision ol adequate veterinary care and to oversee the adequacy ol other aspects of 

aininal care and use. 


CERTIFICATION BY IIEADQU ARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I cerlily that Ihe above is true, correct, and complete <7 U S C Section 2143) 
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Column £ Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an 
official form and its use is voluntary. Names, addresses, protocols, veterinary care 
programs, and the like, are not required as part of an explanation. A column E 
explanation must be written so as to be understood by laypersons as well as scientists. 


1 . Registration Number: 63-V-QQ2 

2. Number of animals used in this study. ^ 

3. Species (common name) of animals used in the study. Rats 

4. Explain the procedure producing pain and/or distress. 

Thermal sensitivity testing using hotplates at 44C, 47C and 52C. Cut-off times 
are provided for each temperature to prevent tissue damage, but rats will 
undeniably experience some degree of discomfort that cannot be relieved by 
drugs if meaningful results are to be obtained. Operant escape from thermal 
plates at .3, 38, 44, 47C; animals are allowed fi’ee access to a non painful 
alternative. Algesic chemical sensitization by intra-plantarformalin and topical 
application of capsaicin also produce nocifensive behaviors for 90 and 5 minutes 
respectfully. Surgical procedures: Lumbar intrathecal delivery of targeted toxins 
or drugs. 

5. Provide scientific justification why pain and/or distress could not be relieved. 

State methods of means used to determine that pain and/or distress relief would 
interfere with test results. (For Federally mandated testing, see item 6 below) 

When the object of the research is to study pain perception, there is no alternative 
that does not involve some discomfort to the experimental subjects, animals or 
human. Most of the procedures being used in the present proposal involve 
significantly less intense pain stimuli than are routinely used in the great majority 
of published reports. The operant task minimize suffering by always allowing 
animals free access to a part of the test chamber that is at room temperature or 
cool. All surgical procedures are carried out using standard anesthesia and post- 
op care to minimize discomfort. 

6. What, if any, federal regulations require this procedure? Cite the agency, the code 
of Federal Regulations (CFR) title number and the specific section number (e.g., 
APHIS, 9 CFR 113.102): 


Agency 


CFR 



Column £ Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an 
official form and its use is voluntary. Names, addresses, protocols, veterinary care 
programs, and the like, are not required as part of an explanation, A column E 
explanation must be written so as to be understood by laypersons as well as scientists. 


1 . Registration Number: 63-V-0Q2 

2. Number of animals used in this study. 

3. Species (common name) of animals used in the study, 

4. Explain the procedure producing pain and/or distress. 

Thermal sensitivity testing using hotplates at 44C, 47C, and 52C. Cut-off times 
are provided for each temperature to prevent tissue damage, but mice will 
undeniably experience some degree of discomfort that cannot be relieved by 
drugs if meaningful results are to be obtained. Operant escape from thermal 
plates at .3, 38, 44, 47C; animals are allowed free access to a non painful 
alternative. Algesic chemical sensitization by intra-plantar formalin and topical 
application of capsaicin also produce nocifensive behaviors for 90 and 5 minutes 
respectfully. 

5. Provide scientific justification why pain and/or distress could not be relieved. 
State methods of means used to determine that pain and/or distress relief would 
interfere with test results. (For Federally mandated testing, see item 6 below) 

When the object of the research is to study pain perception there is no alternative 
that does not involve some discomfort to the experimental subjects, animal or 
human. Most of the procedures being used in the present proposal involve 
significantly less intense pain stimuli than are routinely used in the great majority 
of published reports. The operant tasks minimize suffering by always allowing 
animals free access to a part of the test chamber that is at room temperature or 
cool. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code 
of Federal Regulations (CFR) title number and the specific section number (e.g., 
APHIS, 9 CFR 113.102): 


Agency 


CFR 



Column E Explanation 


This form is intended as an aid to completing the Column E explanation. It is not an 
official form and its use is voluntary. Names, addresses, protocols, veterinary care 
programs, and the like, are not required as part of an explanation. A column E 
explanation must be written so as to be understood by laypersons as well as scientists. 


1 . Registration Number: ^^,^7-009 

2. Number of animals used in this study. 15 

3. Species (common name) of animals used in the study. Mi oe 

4. Explain the procedure producing pain and/or distress. 

Aggression toward conspecific. Ten minute tests of the degree to which a 
Particular mouse will engage in aggression toward another mouse. Referred to as 
the “resident-intruder” model. 


5. Provide scientific justification why pain and/or distress could not be relieved. 
State methods of means used to determine that pain and/or distress relief would 
interfere with test results. (For Federally mandated testing, see item 6 below) 

Animals need to be ambulatory to become aggressive or receive aggression firom 
Another mouse. 


6. What, if any, federal regulations require this procedure? Cite the agency, the code 
of Federal Regulations (CFR) title number and the specific section number (e.g., 
APHIS, 9 CFR 113.102): 


Agency 


CFR 



This report is required by law (7 USC 2143) Failure to report according lo the regulations can 
result in an order to cease and desist and to be subject to penalties as provided tor in Section 2150. 


UNITED STATES DEPARTMENT OF AGRICULTURE 
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FORM APPROVED 
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1. REGISTRATION NO. . ^ 

63-V-002 1 ^ 93 '! 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA 
include Zip Code) 

Department of Veterans Affairs Headquarters 
310 Vermont Avenue , rH-/ 

V/ashington, D.C. 20420 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimeiilalion, or held lor these purposes. Attach additional 
sheets it necessary.) 


FACILITY LOCATIONS (Sites) 


VA Tennessee Valley Healthcare System 


iNasnville Campus (626) 

1310 24th Avenue South Nashville. TN 37212-2(>37 


REPORT OF ANIMALS USED BY OH UNDER CONTROL OF RESEARCH FACILITY (Attach adiditinnat sheets il necessary or use APHIS FORM i'023A.) 



Animals Covered 
By The Animal 
VVeltare Regulations 


B. Number ol 
animals being 
bred, 

conditioned, or 
held lor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 


C Number ol 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 


Number ol animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to I he animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iraiiquili^ing drugs were 
used 


Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
lo the animals and tor which the use of appropriate 
anesthetic, analgesic, or tranquiluing drugs would 
have adversely allecled the procedures, results, or 
Interpretation oi the leaching, research, 
experiments, surgery, or tests. (An explanation ol 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 


TOTAL NO. 
OF ANIMALS 


(Cols. C + 
D -I- E) 


4. Doqs 


5. Cats 


6. Guinea Pios 


7. Hamsters 


8. Rabbits 


9. Non-human Primates 



ASSURANCE STATEMENTS 


1) . Prolessionaily acceptable standards governing the care, treatment, and use ol animals, including approriale use ol anesthetic, analgesic, and lranquili,zing drugs, prior lo. during, 

and following actual research, leaching, testing, surgery, or experimentation were lollowed by this research facility. 

2) . Each principal investigator has considered alternatives to painful procedures 

3) . This facility is adhering lo the standards and regulations under the Act, and it has required that exceptions lo the standards and regulations be specilied and explained by the 

principal investigator and approved by the Inslitiitioiial Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation ul the exceptions, as well as the species and number ol animals allecled. 

4) . The attending veterinarian lor this research facility has appropriate authority lo ensure the provision ul adequate veterinary care and to oversee the adequacy ul other aspects ol 

animal care and use. 


CERTIFICATION BY IIEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I cerlily that the above is true, correct, and complete (7 U S.C Section 2143). 


SIGNATURE-OFC-E-O. OR INSTITUTIONAL OFFICIAL 


NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 


DATE SIGNEC 
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This report is required by law (7 USC 2143) Failure to report according to the regulations can 
result in an order to cease and desist and to be sub|ecl to penalties as provided tor in Section 2150 


See reverse side lor 
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Interagency Heporl Control fJo 
0180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


>-«EGISTRAT10N NO. 

-€003 


FORM approved 
0MB MO 0579-0036 


..frl'lE^ttDOUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA 
(rictude Zip Code) 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


Departaent of Veterans Affairs Central Office 
810 Vermont Avenue NW 
Washington, D.C. 20420 



3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held lor these purposes. Attach additional 
sheets il necessary ) 


FACILITY LOCATIONS (Sites) 




REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adiOitional sheets if necessary or use APHIS FORM 7Q23A) 


Animals Covered 
By The Animal 
Wellare Regulations 


B. Number ol 
animals being 
bred, 

conditioned, or 
held lor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used tor such 
purposes. 


C Number ol 
animals upon 
which leaching, 
research, 
experimenlsrHir 
tests were 
conducted 
involving no 
pain, distress, or 
use ot pain- 
relieving drugs 


D- Number ol ariiinals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranqiiili^ing drugs were 
used 


E. Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use ol appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely altected the procedures, results, or 
interpretation ot the leaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 


TOTAL NO 
OF ANIMALS 


(Cols. C + 
D + E) . 


4. Doqs 


5. Cats 


6. Guinea Pies 


7. Hamsters 


8. Rabbits 


9. Non-human Primates 



ASSURANCE STATEMENTS 


1) Prolessionally acceptable standards governing the care, treatment, and use ol animals, including approriale use ol anesthetic, analgesic, and Iranquilizing drugs, prior to, during, 
and tollowing actual research, leaching, testing, surgery, or experimentation were loMowed by this research tacilily. 


2). Each principal investigator has considered alternatives to painlul procedures. 


3). This tacilily is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Insliliilional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a briel explanation ol Ihe exceptions, as well as the species and number ol animals altected. 


I 


4). The attending veterinarian tor this research lacilily has appropriate authority to ensure the provision ot adequate veterinary care and to oversee the adequacy ot other aspects ot 
animal care and use. 


CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I certify that Ihe above is true, correct, and complete (7 U S.C Section 2143) 




SIGNATURE OF C.E.C 


ITUTIONAL OFFICIAL 


NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (Type or Print) 


DATE SIGNED 
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9. Non-human Primates 



/ 

/ 



.,^,.10. Sheep 






1 1 . Pigs 




- 


12 . Other Farm Animals 





' 








13. Other Animals 




1 








m 








1 

HMWBaviiiiiq 








i 

i 


1 ASSURANCE STATEMENTS 



1). Prolessionally acceptable standards governing the care, treatment, and use ol animals, including approriale use ol anesthetic, analgesic, and Iranquilizing drugs, prior to, during, 
. and lollowing actual research, leaching, testing, surgery, or experimentation were followed by this research facility. 


2). Each prirrcipal investigator has considered alternatives to painful procedures. 

3>. This facility is adhering to the standards and regulations under the Act, and it has required that exceptions lo the standards and regulations be specilied and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary ol all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the sprecies and number ol animals affected. 


4). The attending veterinarian lor this research facility has appropriate authority lo ensure the provision ol adequate veterinary care and lo oversee the adequacy ol other aspects ol 
animal care and use. 


CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

1 certify that the above is true, correct, and complete (7 U.S.C. Section 2t43). 

signature of r p n dr iNsriTirrinNAi officiai * 

NAM^ TITLE OF C.e.0. OR INSTITUTIONAL bFFICIAL aype or PrinV 

4 ^ 

DATE SK^ ED j 


APHIS FORM 7023 (Replat^es VS FORM 18-23 (CXJT 88). which is obsolete ) 

(AUG 91) PAFIT 2 • SECTOR OFTOE 






























This report is required by law (7 USC 2143). Failure to report according to the regulations can 
result ia an order to cease and desist and to be subject to penalties as provided for in Section 2150. 




See reverse side lor 
additional information. 


Interagency Report Control No 
0180-OOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. 

74-V-009 



1 2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, I 

V ' 1 1 

include Zip Code) 


ANNUAL REPORT OF RESEARCH FACILITY 

Department of Veterans Affairs Central Office 1 

(TYPE OR PRINT) 

810 Vermont Avenue, NW 



Washington, DC 20420 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held lor these purposes. Attach additional 
sheets il necessary.) 


57]^ FACILITY LOCATIONS (Sites) 


South Texas Veterans Health Care System 
Audie L. Murphy Division 

7400 Merton Minter Blvd. 


San Antonio, TX 78284 


1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach ailiilitional sheets it necessary or use APHIS FORM 7023A.; | 

A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number ol 
animals being 
bred, 

conditioned, or 
held tor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 

C Number ot 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
ruvolving no 
pain, distress, or 
use ot pain- 
relieving drugs. 

Number ul animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and lor which appropriate 
anesthetic, analgesic, ot 
tranquilizing drugs were 
used 

E. Number ot animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and lor which the use of appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely atlected the procedures, results, or 
interpretation ol the teaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animats and the reasons such drugs were not used 
must be attached to this report). 

F. 

total no. 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Dogs 






5. Cats 






6. Guinea Piqs 






7. Hamsters 



15 

60 

75 

8. Rabbits 



41 


41 

9. Non-hunrtan Primates 






10. Sheep 






1 1 . Pias 






12. Other Farm Animals 












1 3. Other Animals 






Rats 


198 

36 

397 

631 

Mice 

8523 

4604 

4342 

9076 

18022 







1 ASSURANCE STATEMENTS 



1). Professionally acceptable standards governing the care, treatment, and use of animals, including approriate use of anesthetic, analgesic, and tranquili^ing drugs, prior to, during, 
and following actual research, leaching, testing, surgery, or experimentation were tollowed by this research facility. 


2). Each principal investigator has considered alternatives to painlul procedures. 


3). This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In 
addition to identifying the lACUC-approved exceptions, this summary includes a brief explanation of the exceptions, as well as the species and number of anirnals affected. 


4). 


The attending veterinarian tor this research facility has appropriate authority to ensure the provision of adequate veterinary care and to oversee the adequacy of other aspects of 
animal care and use. 


CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I certify that the above is true, correct, and complete <7 U S.C. Section 2143). 


SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 


NAME & TITLE OF C.E.O. OR INSTITUTIONAL 


(Type or Print) 


DATE SIGNED 


kvii/oO 


(Replaces VS FORM 18-23 (OCT 88), which is obsolete ) 


APHIS FORM 7023 
(AUG 91) 


PART 1 - HEADQUARTERS 



































This report is required by law (7 use 21 43). FailucaT , i'--iccording to the regulations can - ^ t fsverse side lor Interagency Report C^Jrol No ^ 

result irv^n order td'-aease and desirl Slid to be subj. ^ ’ -a,Vifc;3 as provided lor in Section 215u. •.o3ilidfiai inlortnaiion. 0180-OOA-AN * ^‘f ^ t - 


UNITED STATES DEPARTMENT OF . .^VioULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

rc.*' i , 

V .U ] j 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO.' 

74-V-009 

V-', ' 

FORM APPRDVaC 

OMB NO OS79-00^' 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA. 
include Zip Code/ 

Department of Veterans Affairs Central Office 
810 Vermont Avenue, NW 

Washington, DC 20420 

3. REPORTING FACILITY (LisI all locations where animals were housed or used in actual research, testing, leaching, or experimentation, or held lor these purposes. Attach additional 
sheets il necessary.) 

57]^ FACILITY LOCA 

JIONS (Sites/ 


South Texas Veterans Health Care System 
Audie L. Murphy Division 


7400 Merton Minter Blvd. 
San Antonio, TX 78284 


j REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY f/^ffach ailuliUonal sheets il /recessary or use APHIS FORM 7023A; 


A. 

Animals Covered 

By The Animal 

Welfare Regufalions 

B. Number of 
animals being 
bred. 

conditioned, or 
held lor use in 
leaching, tesiing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 

C Number ol 
aitiinals upon 
which teaching, 
research, 
expierimenis, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

D. Number of animals upon 
which experiments, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranquilizing drugs were 
used 

E. Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and tor which the use ol appropriate 
anesthetic, analgesic, or iranquilizing drugs would 
have adversely allecled the procedures, results, or 
inierpreiaiion of the leaching, research, 
experiments, surgery, or tests. (An explanation ol 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to thrs report/. 

F. 

total NO, 

OF ANIMALS 

(Cols. C + 

D + E) 

4. Doqs 






5. Cats 






6. Guinea Piqs 






7. Hamsters 



15 

60 

75 

8. Rabbits 



41 


41 

9. Non-human Primates 






10. Sheep 






11. Pios 






12. Other Farm Animals 




, 






} 


1 3. Other Animals 






Rats 


198 

36 

397 

631 

Mice 

8523 

4604 

4342 

9076 

18022 







1 ASSURANCE STATEMENTS 



1). Prolessionally acceptable standards governing the care, treatment, and use of animals, including approriaie use ol anesthetic, analgesic, and lranquili, 2 ing drugs, prior to. during, 
and lollowing actual research, leaching, testing, surgery, or experimentation were lollowed by this research facility. 


2) . Each principal investigator has considered alternatives to painful prr^cedures. 

3) . This facility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specified and explained by the 

principal investigator and approved by the tnslituiiunaf Animal Care and Use Committee (lACUC). A summary ot all such exceplions is attached to this anrtual report. In 
addition to identifying the lACUC-approved excepiiorrs, this summary includes a brief explanation ol the exceptions, as well as the spiecies and number ol animals allecled. 

4) . The attending veterinarian lor this research facilily has appropriate authority to ensure the provision ol adequate veterinary care and to oversee the adequacy ot other aspects ol 

animal care and use. 


CERTIFICATION BY HEADQUARTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

I certify that the above is true, correct, and complete (7 U S.C. Section 2143). 



SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 


NAME & TITLE OF C.E.O. OR INSTITUTIONAL OFFIClAWType or PnnU 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 ((X^T 88). which is obsolete.) 


PART1 - HEADQUARTERS 





































This report IS lequired by low (7 USC 2143) Failure to report accordiiKj to the regulations cart 
result m an i>rder to cease and desist and to be subject to penalties as piovided tor in Section 2150 


reverse side lor 
additional iiitormalion. 


Interagency Report Control Mo 
OiaO-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


Z5t)3 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


FORM APPROVED 
0MB NO 0579-0036 


1. REGISTRATION NO. 

74-V-Oll . 


2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USOA, 
include Zip Code) 


Department of Veterans Affairs 
810 Vermont Avenue, N.W. 
Washington, D.C. 20420 




I 


3. REPORTING FACILITY jLisl all locations where animals were housed or used in actual research, testing, leaching, or experimenlaliun, or held lor these purposes. Attach additional 

sheets. I necessary ) yAMedical Center (580/151), 2002 Holcombe Blvd. , Houston, TX 77030 


FACILITY LOCATIONS (Sites) 



REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adidilional sheets tt necessary or use APHIS FORM r023A.) 


Animals Covered 
By The Animat 
Welfare Regulations 


B. Number ot 
animals being 
bred, 

conditioned, or 
held lor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used lor such 
purposes. 


C Number of 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 


Number ul animals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and lor which appropriate 
anesthetic, analgesic, or 
lranquili.?ing drugs were 
used 


Numbei ul animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and for which the use ol appropriate 
anesthetic, analgesic, or Iranquilizing drugs would 
have adversely affected the procedures, results, or 
interpretation ol the leaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 


TOTAL NO 
OF ANIMALS 


(Cols. C -t- 
D -t- E) 



I 


ASSURANCE STATEMENTS 


1) Prutessiunally acceptable standards governing the care, Irealinent, and use ot animals, including approriale use ot anesthetic, analgesic, and Iranquilizing drugs, prior to, during, 
and lolluwing actual research, leaching, testing, surgery, or experimenlalion were followed by this research facility. 

2) Eacti principal invesligalur has considered alternatives to painliit procedures 

3) This tacit. ly is adhering to the standards and regulations under the Act, and it has reqiiirerl that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the Insliluliunal Animal Care and Us(> Committee (lACUC) A summary of all such exceptions is attached to this annual report. In 
addition to identilyii.g llie lACUC- approved exceptions, tins suiriinary includes a briel explanation of the exceptions, as well as the species and numbei ul animals altecled 

4) Tl.e alleiidiiig vclci.iiarian tor ll.is research facility has appioprialo aulhoriiy to cnsuie the provision ul adequate veterinary care and to oversee the ade((uucy ot oilier aspects ot 
animal care and use. 


CKKTIFICATION HY IIKADQU AKTES RESEAKCll FACII.ITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 


I cerllly that Itie atxive is true, fuirrect, and compliite <7 U S C Secliirii 2143) 



SIGNATURE 


APHIS FORM 
(AUG 91) 


NAME & TfTLE OF C.E.O. OR INSTITUTIONAL OFFICIAL (lype or PiiiU) 


DATE^tGN 




(Replaces VS FORM 18-23 (OCT 88), which is obsolete ) 


PART 1 - HFAnni lARTFRQ 






























u £,WiQ 


"This reporl is leqiiired by law (7 DSC 2143) Failure to reporl according lo Ihc regulations can See reverse side lor n'l'fin^nnA 

result in an order lo cease and desist and to be subjeci to penalties as provided lui in Section 2150. additional inlorinalinn 0 ISO-DO -AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 

1. REGISTRATION NO. 

85-V-OOl 

FORM APPROVED 

0MB NO 0579-0036 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

Department of Veterans Affairs Central Office 

810 Vermont Avenue N.W. 

Washington, D.C. 20420 

3- REPORTING FACILITY (List all locations where aiumais were housed or used in actual resi 
sheets if necessary.) 

earch, lesitiig, leaching, or expeiimenialion, or held for these purposes. Attach additional 


FACILITY LOCATIONS (Sites) 


501 New Mexico VA Health Care System 

1 56 1 San Pedro D r « S;E. 

Albuquerque, NM 87108 


1 REPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FACILITY 

(Attach adniitional sheets it necessary or use APHIS FORM 7022A.) | 

A. 

Animals Covered 

By The Animal 

Wellare Regulations 

B. Number ol 
animals being 
bred, 

conditioned, or 
held lor use in 
leaching, testing, 
experiments, 
research, or 
surgery bul not 
yet used tor such 
purposes. 

C Number ot 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

D Number ol animals upon 
which experiiiienis, 
leaching, research, 
surgery, or lests were 
conducted involving 
accompanying pain or 
distress lo Ihe animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranquili 2 ing drugs were 
used 

E. Number of animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and lor which Ihe use ol appropriate 
anesthetic, analgesic, or Iranquilizing drugs would 
have adversely allecled the procedures, results, or 
interpretation ol Ihe leaching, research, 
experiments, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO 

OF ANIMALS 

(Cols. C * 

D + E) 

4. DoQS 

0 

0 

0 

0 

0 

5. Cats 

0 

0 

0 

0 

0 

6. Guinea Pips 

7 

0 

103 

0 

103 

7. Hamsters 

0 

0 

0 

0 

0 

8. Rabbits 

0 

0 

6 

0 

6 

9. Non-human Primates 

0 

0 

0 

0 

0 

10. Sheep 

0 

0 

0 

0 

0 

11. Pins 

0 

0 

196 

0 

196 

12. Other Farm Animals 












1 3. Ollier Animals 







- 






— 




■ 








1 ASSURANCE STATEMENTS 

I 


t) Prutessioiially acceptable standards governing the care. Ireatmenl, and use ot animals, including appiuiiate use ol anesitielic, analgesic, and lranquili;:ing drugs, prior lo, during, 
and tolluwirig actual research, leaching, testing, surgery, or expcrirnentaliiin were lollowed by this research lacilily. 


2) . Each principal investigator has considered alternatives lo painitil procedures 

3) This facility is adhering lo the standards and regulations under the Act, and it has retjuired that exceptions to the standards and regulations be specified and explained by the 
principal investigator and approved by the tiisiitulioiial Anhnal Care and Use Coininiiiee (lACUC). A summary ol all such exceptions is attached to this annual report. In 
addition lo identifying the lACUC-appruved exceptions, this suiiimary includes a briel explanalion ul the exceptions, as well as the species and number ol animals aflecled 


4) The attending veicrliiariaii tor this research lacilily has appropriate authority to ensure the provision ot adequate vcieiinary care and to oversee the adecjuacy ol other aspects ol 
animat care and use. 


CERTIFICATION BY IlEADQC AKTKS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Ofllcial) 

1 cerlily that Itie above is true, correct, and complete (7 U S C Section 2143) 

SIGNATURE OF C.E.O. OR INSTITUTIONAL OFFICIAL 

name & TITLE OF C.E.O. OR INSTITUmt^L OFFICIAL Oype or Print) 

DATE SIGNED 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (OCT 88). whicti is obsolete ) 































































, 1 J 4UU^ 

^his report is required by law (7 USC 2143| Failure lo report according to Ihe regulations can See reverse side lor 

rocull in an order to r-e.ise and rlesisi and In be subject lo penalties as provided lor in Section 2150. additional inlorinalion 


Interagency Report dbuUulj^ 
OmO-OOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 

ANIMAL AND PLANT HEALTH INSPECTION SERVICE 

1. REGISTRATION NO. 

82-V-OOl 

FORM APPROVED 

0MB NO 0579-0036 

ANNUAL REPORT OF RESEARCH FACILITY 

{TYPE OR PRINT) 

2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, 
include Zip Code) 

Department of Veterans Affairs 

VACO 

810 Vermont Avenue NW 

Washington, DC 20420 

3. REPORTING FACILITY (List all locations where animats were housed or used in actual research, lesliiig, leaching, or experimentalion, or held lor these purposes. Attach additional 
sheets il necessary.) 


FACILITY LOCATIONS (Sites) 


531 VA Medical Center 
500 West Fort Street 

Boise, ID 83702 


1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY (Attach adidilional sheets il no 

cessury or use APHIS FORM 702SA.) 


A. 

Animals Covered 

By The Animal 

Wellare Regulations 

B. Number of 
animals being 
bred, 

conditioned, or 
held lor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yei used lor such 
purposes. 

C Number ol 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

0- Number ol aiiiinals upon 
which experiments, 
leaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress lo Ihe animals 
and tor which appropriate 
anesiheiic, analgesic, or 
lranquili 2 ing drugs were 
used 

E. Numbei ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to Ihe animals and lor which the use ol appropriate 
anesthetic, analgesic, or Iranquilizing drugs would 
have adversely affected Ihe procedures, results, or 
interpretation ot the leaching, research, 
experiments, surgery, or tests. (An explanation ol 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO. 

OF ANIMALS 

(Cols. C 

0 + E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 






7. Hamsters 






R Rabbits 






9. Non-human Primates 






10. Sheep 






11. Pias 






1 2. Other Farm Animals 












1 3. Other Animals 
























1 ASSURANCE STATEMENTS 


1 


I } Piolcssionally acceptable standards governing the care, Ireelmpni, and use ol animals, including approriate use ol anesthetic, analgesic, and Iranquili/'ing drugs, prior lo, during, 
and lollowiitg actual research, leaching, testing, surgery, or experitrienlalion were lollowed by this research lacilily. 


2) Each principal investigator has considered alternatives lo painlut procedures 


3) This lacilily is adliering to Ihe standards and regulations under the Act, and it has required that exceptions lo Ihe standards and regulations be specilied and explained by Ihe 
principal investigator and approved by Ihe Instlliilional Aniirial Care and Use Committee (lACUC) A summary ol all such exceptiorrs is attached to this annual report. In 
addition to ideniilying the lACUC approved exceptions, this summary includes a brief ex|>lanalion ot Ihe exceptions, as well as Ihe species and numbei ol animals altecied. 


4) The altimding veterinarian lor this research lacilily has appropriate authority lo ensure Ihe provision ol adequate veterinary care and lo oversee Ihe adecjuacy ol other aspects ot 
animal care and use. 

CERTIFICATION BY IIEADQU AKTES RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Oflicial) 

I cerlily that Ihe atxive is true, correct, and complete (7 U S C Section 2143) 


SIGNATURE Of C E O. OR INSTITUTIONAL OFFICIAL 


APHIS FORM 7023 
(AUG 91) 


(Replaces VS FORM 18-23 (OCT 88). which is obsolete ) 


DATE SIGNED 


10/27/03 


DAQT 1 _ HPAnni IARTPR.<; 




























This report is required by law (7 USC 2143) Failure to report according to the regulations can 
result in an order to cease and desisi and to be subject to penalties as provided for in Sectioit 2150. 


DEC 0 7 2004, 


See reverse side tor 
additional information. 


interagency KepDrt (Joniroi no. 

0180-DdA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


1. REGISTRATION NO. 

FORM APPROVED 

. 82-y-OOl 

0MB NO. 0579-0036 

1 2. HEADQUARTERS RESEARCH FACILITY (Name and Address, as registered with USDA, I 

1 include Zip Code) 



ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


Department of 


Veterans Affairs 


1 f r» ^ rv 

Vatu 


Vermont Avenue 


'rsuO!i < .;y uu.'i s 


■ o 


L\J^rC 


0 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, leaching, or experimentation, or held lor these purposes. Attach additional 
sheets it necessary.) 


FACILITY LOCATIONS (Sites) 


531 VA Medical Center 

500 Oeet Fnrt 


! ..UC J i.\J DO 1 U :_ 


1 REPORT OF ANIMALS USED BY OR UNDER CONTROL OF RESEARCH FACILITY 

(Attach adiditional sheets it hecessary or use APHIS FORM 7023A.) 


A 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number ol 
animals being 
bred. 

conditioned, or 
held lor use in 
leaching, testing, 
experiments, 
research, or 
surgery but not 
yet used tor such 
purposes. 

C Number ol 
animals upon 
which leaching, 
research, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ot pain- 
relieving drugs. 

D. Number ol animals upon! 
which experimenis, i 

teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iranquilizing drugs were 
used. 

E. Numbei ol animals upon which teaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals aAd lor which the use ol appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely attecled the procedures, results, or 
inlerprelalion ol the leaching, research, 
experimenis, surgery, or tests. (An explanation of 
the procedures producing pain or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 

F. 

TOTAL NO. ■ 

OF ANIMALS 

(Cols. C + 

D -t- E) 

4. Dogs 






5. Cats 






6. Guinea Pigs 






7. Hamsters 






8. Rabbits 

23 

*j 



"t n 

i. 

9. Non-human Primates 






10. Sheep 



n r: 


o.c 

OsJ 

11. Pias 






1 2. Other Farm Animals 
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] ASSURANCE STATEMENTS . | 


I ) Prolessionally acceptable standards governing the care, treatment, and use ol animals, including approriale use ol anesthetic, analgesic, and Iranquiliaing drugs, prior to, during, 
and following actual research, leaching, testing, surgery, or experimentation were lollowed by this research lacilily. 


2) . Each principal investigator has considered allernatives to painful procedures 

3) . This lacilily is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specilied and explained by the 

principal investigator and approved by the Inslilutional Animal Care and Use Committee (lACUC). A summary of all such exceptions is attached to this annual report. In 
addition to idenlilying the lACUC-approved exceptions, this summary includes a brief explanation ol the exceptions, as well as the species and number ol animals allected. 


4). 


The allending veterinarian tor this research facility has appropriate authority to ensure the provision ol adequate veterinary care and to oversee the adequacy ol other aspects ol 
animal care and use. 
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Investigator: 


Protocol #: 



Justification of Category E Animals 

The category E rabbits were injected with anthracyclines chronically and they 
may develop congestive heart failure over a 10-week period. Use of anxiolytic 
agents or stress reducing drugs such as barbiturates or benzodiazepenes may 
induce or inhibit microsomal liver metabolism or displace anthracyclines from 
plasma protein stores thereby altering the pharmacokinetics of anthracyclines. 
Such an effect may interfere with the experimental outcome. The drugs may 
have direct effects on the proteins of the heart being studied and interfere with 
the results of the study 
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I ASSURANCE STATEMENTS 


1) Prolessionally acceptable standards governing the care, treatment, and use ol animals, including approriale use ol anesthetic, analgesic, and tranquili^ing drugs, prior to, during, 
and lollowing actual research, leaching, testing, surgery, or experimentation were lollowed by this research lacility 


2) . Each principal investigator has considered alternatives to painlul procedures. 

3) This lacility is adhering to the standards and regulations under the Act, and it has required that exceptions to the standards and regulations be specilied and explained by the 
principal investigator and approved by the Institiilional Animal Care and Use Committee (lACUC). A summary ol all such exceptions is attached to this Pnnual report. In 
addition to identilying the lACUC-approved exceptions, this summary includes a briel explanation ol the exceptions, as well as the species and number ol animals allected. 


4) The attending veterinarian lor this research lacility has appropriate authority to ensure the provision ol adequate veterinary care and to oversee the adequacy ot other aspects ol 
animal care and use. 
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Investigator: 

Protocol #: 

Justification of Category E Animals 

The category E rabbits were injected with anthracydines chronically and they 
may develop congestive heart failure over a 10-week period. Use of anxiolytic 
agents or stress reducing drugs such as barbiturates or benzodiazepenes may 
induce or inhibit microsomal liver metabolism or displace anthracydines from, 
plasma protein stores thereby altering the pharmacokinetics of anthracydines. 
Such an effect may interfere with the experimental outcome. The drugs may 
have direct effects on the proteins of the heart being studied and interfere with 
the results of the study * 
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Additional information requested for Block E of APHIS Form 7023, dated February 3, 2005 


The rabbit involved in this study was injected with anthracyclines or their analogs twice a 
week for eight weeks. Heart function was assessed by echocardiography. The rabbit was 
euthanized when fractional shortening was reduced to less than 25% or twenty weeks 
after the first anthracycline injection. The heart was then removed for further study. 



This report is required by law (7 USC 2143) Failure to report according to the regulatibns can 
result in-an order to cease and desist and to be subject to penalties as provided lor in Section 2IS0. 


See reverse side tor 
addilional inlormalion. 


Interagency Report Conlrol No 
0180-DOA-AN 


UNITED STATES DEPARTMENT OF AGRICULTURE 
ANIMAL AND PLANT HEALTH INSPECTION SERVICE 


ANNUAL REPORT OF RESEARCH FACILITY 

(TYPE OR PRINT) 


FORM APPROVED 
0MB NO 0579-0036 


1. registration no. 

93-V-003 


2. headquarters RESEARCH FACILITY (Name and Address, as regislerod with USDA 
include Zip Code) 

Department of Veterans Affairs Central Office 
810 Vermont Avenue, N.W. 

Washington, DC 20420 


3. REPORTING FACILITY (List all locations where animals were housed or used in actual research, testing, teaching, or experimentation, or held tor these purposes. Attach additional 
sheets it necessary ) 


FACILITY LOCATIONS (Sites) 


VA Palo Alto Health Care System (640) 
3801 Miranda Avenue 


Palo Alto, CA 94304 


^ siztiox, 



REPORT OF ANIMALS USED BV OR UNDER CONTROL OF RESEARCH FACILITY (Attach adidttional sheets il necessary or use APHIS FORM r023A.) 


Animals Covered 
By The Animat 
Weltare Kegulations 


B. Number of 
animals being 
bred, 

r.nnrlilinnerl, nr 
held lor use in 
teaching, testing, 
experiments, 
research, or 
surgery but not 
yet us^ lor such 
purposes. 


C Number of 
animals upon 
which teaching, 
rcscaroh, 
experiments, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 


Number ol animals upon 
which experiments, 
leaching, research, 
surgery, nr tests were 
conducted involving 
accompanying pain or 
distress to the animals 
and lor which appropriate 
anesthetic, analgesic, or 
Iraiiquilizing drugs were 
used. 


Number ol animals upon which leaching, 
experiments, research, surgery or tests were 
conducted involving accompanying pain or distress 
to the animals and tor which the use ol appropriate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely allected the procedures, results, or 
interpretation of Ihe teaching, research, 
experiments, surgery, or lesls. (An explanation of 
the procedures producing pain or distress in these 
animats and the reasons such drugs were not used 
must be attached to this report). 


IIIIAl NO 
OF ANIMALS 


(Cols. C * 
D + E) 



4. Doas 


5. Cats 


6. Guinea Pies 


7. Hamsters 


8. Rabbits 


9. Non-human Primates 


10. Shee 


11. Pias 


1 2. Other Farm Animals 


13. Other Animals 


Mice 


Rats 



4700 

2100 

100 

6900 

330 

650 

470 

1450 
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V A Palo Alto Health Care System FY 2003 USD A Report 


VA Palo Alto Health Care System 2003 

The following report describes and justifies all category E procedures conducted at the 
Veterinary Medical Unit at the VA Palo Alto Health Care System 

For Animal Protocol entitled “ Injury 

Induced Facilitated Neurogenic Inflammation”: 

For the sciatic nerve transection rat model : 

We will use the rat model, which we have already described in over a dozen publications. 
Under isoflurane anesthesia the right sciatic nerve is surgically exposed just distal to the 
trochanter and transected with 1 cm of the distal stump removed. The skin is then closed 
with wound clips. Sham operated animals undergo skin incision without nerve dissection. 
These animals exhibit heat and mechanical hyperalgesia and mechanical allodynia over 
the hindpaw, which lasts for at least 8 weeks. We will keep these rats alive for 12 weeks, 
then euthanize them. This model is approved for use in other experiments in the current 
ACORP KIN0012Newrat. These animals are all category E. 

For the healed tibial fracture model: 

We propose to use a rat tibial fracture model treated with intramedually nailing and cast 
immobilization for 4 weeks, after which tibial union occurs and under pentobarbital 
anesthesia the intramedullary nail and cast are removed [3,6] Under pentobarbital 
(50 mg/kg, Lp.) anesthesia an 18 G cannula is inserted through the anterior tibial plateau 
into the meduallary canal. An Intrameduallary nail (25 G stainless steel wire) is inserted 
into the tibia via the 1 8 G cannula, the cannula is removed, the nail cut, the skin closed 
with 1 stitch, then the tibia shaft is fractured with a special forceps, the rotation of the 
limb corrected by the alignment of the foot and thigh, then the limb is enveloped with 
tube gauss and wrapped with fiberglass casting tape from the knee to the calcaneus. To 
prevent the rats from gnawing off the cast an aluminum wire screen is wrapped around 
the cast and attached by wires passed through small holes at the edge of the fiberglass 
cast. For the first 2 days post-operatively the rats will receive analgesic medication 
(butorphanol 1 mg/kg s.c. twice a day). We will keep these rats alive for between 6 -24 
weeks depending on the experiment, then euthanize them. 

Justification: To investigate the neurogenic mechanisms of osteopenia after trauma 
we need to utilize these injury rat models. Any analgesic treatment that reduces 
nociceptive neuron firing may also impair the development of neurogenic osteopenia 
ill these rat models, which are the critical outcome measure for these investigations. 
It is necessary to use 24 week survival times after injury in some of these 
experiments because these are models for a human condition of chronic osteopenia, 
and to validate these models of CRPS we need to confirm that the natural history 
resembles the chronic human state. 
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For Animal Protocol entitled 

“ HPA Axis/DA Interactions in Psychotic Depression”: 

For rat models to investigate HPA influence on central dopaminergic activity: 

Mild stressors, such as low intensity foot shock, 24-hour food and water deprivation and 
physical restraint, are known to selectively stimulate dopaminergic metabolism in the 
medial prefrontal cortex. To investigate the paradigm, the animals are placed in a 7 cm 
diameter Plexiglass restraining tube (or plastic coated wire mesh tube for microdialysis 
studies) and confined for 30-120 minutes. For examination of the sustained effect of 
stress, animals will be confined for 6 hours per day for 21 days. Animals will be exposed 
to low ambient temperature (40 degrees Fahrenheit) to raise levels of costicosterone and 
prefrontal cortical DA release. The rats will be housed in a cold room with adequate 
ventilation and with bedding changed daily (to protect their feet) for 8-10 hours per day 
for 21 days. 

Justification: Animals involved in prolonged physical restraint will be observed at 
half-hour intervals during the restraint period and receive daily health checks. The 
size of the tubes is adjusted for larger animals so the tubes are small enough to not 
allow them to turn around but big enough to allow unrestrained respiration and 
movement. The restraining tubes are commercially available devices used to assist 
in performing injections, sampling, etc. No direct physical pain will be involved. 
Animals housed in the cold room will be visually inspected every 4 hours and daily 
health checks will be performed by the investigators. 
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For Animal Protocol 

entitled “ The Roles of Heme Oxygenase in Pain”: 

For the animals involved in Partial sciatic nerve ligation: 

Some rats will have ligation of approximately 1/3 of a single sciatic nerve in a brief 
(<10min) procedure. While the skin incision only needs to be about I >1,5 cm and 
dissection of tissue is minimal, it is expected that over a period of 1-3 days rats will 
develop hypersensitivity to thermal and mechanical stimuli applied to certain parts of the 
animal’s hind paw. 

Justification: This model represents an improvement over previous models in which 
autotomy and pressure ulcers were common. The partially ligated animals do not 
show these behaviors and gain weight at the same rate as sham operated ones. There 
are no spontaneous pain behaviors like licking or biting of the affected paws. Thus 
the ligation provides a modest but useful sensitized state. Any animals showing 
frank neurological injury (weakness), spontaneous evidence of ongoing pain or 
illness will be euthanized. 

For animals involved in Formalin testing : 

In this protocol the injection of 50 ul of up to 5% formalin subcutaneously in a single rat 
hind paw causes approximately 45 minutes of behaviors like flinching, licking and biting 
of the hind paw presumably related to pain. 

Justification: Since pain and the ability of various agents to block that pain is what 
is under study, no additional analgesics are used. Rats are used a single time for this 
assay, then are euthanized. 

For the animals receiving CFA injection: 

Animals injected subcutaneously in a single hind paw with 50ul CFA will, over a period 
of 24 hrs, develop an inflammatory reaction characterized by swelling of the affected paw 
as well as thermal hyperalgesia and mechanical allodynia. 

Justification: There animals continue to gain weight and do not show spontaneous 
pain behaviors over the first 1 weeks or so. Beyond this point the animals develop 
systemic illness, which is why all rats will be tested and sacrificed within 7 days of 
injection in our protocols. 


For the animals undergoing hind paw incision: 

A 1 cm incision is made in a single hind paw while the animal is under anesthesia. The 
sensitivity of the area surrounding the incision to thermal and mechanical stimuli is 
followed for a period of up to 1 week. 

Justification: While the animals continue to gain weight and seldom show 
spontaneous pain behaviors, no specific analgesics other than the ones under study 
will be used. Infections have not been observed in animals used under this protocol 
to date. We will be able to complete our experiments within 1 week of incision. 
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For Animal Protocol entitled 

“ Function and Dysfunction of Immediate Filaments in the Digestive 
System” 

For animals receiving choline-deficient ethionine-supplemented diet feeding and 
caerulein injection : 

It is possible that animals receiving the treatments that can cause pancreatitis (choline- 
deficient ethionine-supplemented diet feeding, and caerulein injection) will experience 
some discomfort due to the pancreatitis, and some may even die. In order to minimize 
this discomfort we will add to their drinking water 10% sucrose and also a pancreatic 
enzyme supplement to help with digestion. In humans, pancreatic enzyme 
supplementation is extremely beneficial in helping with digestion (due to the pancreatic 
insufficiency caused by pancreatitis) and can also help alleviate any abdominal pain 
caused by pancreatitis. In addition, mice will be monitored daily for weight loss or 
inability to thrive and if it appears that they are unable to eat or drink they will be 
euthanized by C02 inhalation. Due to the potential of liver toxicity the high susceptibility 
to liver injury of these mice, which would add a confounding variable make our results 
uninterpretable, we will not administer any analgesics and feel that the administration of 
the enzyme supplementation and the monitoring for discomfort should be sufficient. The 
injury occurs primarily in young females for unknown reasons (see "Experimental 
Pancreatitis" Curr Opin in Gastroenterology 9:752-759, 1993). We specifically want 
some measurable lethality in order to test if the changes in our proteins are protective 
from injury/lethality of if they predispose to further injury/lethality. Depending on the 
change in our proteins we have seen either increased or decreased protection from liver 
injury. Hence, the same trends may occur in the pancreas which is a question we hope to 
address. 

Justification: In order to minimize the discomfort due to pancreatitis, we will add to 
their drinking water 10% sucrose and also a pancreatic enzyme supplement to help 
with digestion. In humans, pancreatic enzyme supplementation is extremely 
beneficial in helping with digestion (due to the pancreatic insufficiency caused by 
pancreatitis) and can also help alleviate any abdominal pain caused by pancreatitis. 
In addition, mice will be monitored daily for weight loss or inability to thrive and if 
it appears that they are unable to eat or drink they will be euthanized by C02 
inhalation. 
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For Animal Protocol entitled 

“Mechanisms for Tolerance to Actions of Alpha 2 Agonist” 

For animals participating in Dexmedetomidine Withdrawal studies: 

Tolerant mice will be given an a2 antagonist to cause a period of mild withdrawal 
(piloerection, twitching, jumping, salivation, pink ears). They will be sacrificed 
immediately afterward. 

Justification: Animals undergoing morphine withdrawal are certainly distressed. 

Physiological (BP/heart rate) and behavioral (flapping/jumping/chattering) observations 
support this. The effects are transient after naloxone injection, with ail measurable indices 
of distress being normal within 90 minutes. The overall degree of distress would be in the 
moderate category. From my discussions with David Clark he feels that there is no reason 
that he knows of that these animals would need to be sacrificed simply for compassionate 
reasons; animals off all cliugb should recover fully. He sees no reason that the animals 
could not be used for other purposes once recovered. 

For animals participating in Opiate Withdrawal studies: 

Mice will be given morphine for 5 days then a challenge dose of naloxone will be 
administered to elicit opiate withdrawal behavior. The behavior of the animals will be 
monitored for signs of wet dog shakes, teeth chattering, diarrhea, micturition, 
piloerection, body shakes, running, paw tremors, and Jumping for one hour after naloxone 
administration. Dr. David Clark, who routinely uses this protocol for his own work, will 
assist us in these studies. 

Justification: Animals undergoing a 2 agonist withdrawal experience a milder 
withdrawal syndrome. Blood pressure and heart rate are elevated and they exhibit 
twitching jumping and occasionally seizures. The effects are transient after 
antagonist injection, with all measurable indices of distress being normal within 30 
minutes. The overall degree of distress would be in the moderate category. The 
purpose of the withdrawal studies is to understand what brain regions are activated 
during withdrawal. Any intervention would very likely distort or invalidate the 
results 
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■"2004 'Annual Report of Research Facility 
664-VA San Diego Healthcare System 

R£: 93-V-004 Category E Studies 




Two VASDMS lACUC approved 'protocols involve category E studies in Rabbits. These studies are conducted in 
accordance with all USDA, NIIH and AAALAC, International guidelines and policies for the humane care and use 
of research animals. 

The two studies identified as USDA category E involve well documented stroke models (cerebral ischemia and 
spinal' cord ischemia) in rabbits. Stroke is produced either by injecting blood clots into the carotid artery (cerebral 
ischemia) or occlusion and reperfusion of the aorta (spinal cord ischemia). It should be noted that procedures to 
gain access to these vessels are performed under general anesthesia using aseptic technique. These surgical 
procedures are considered USDA category D procedures- Animals are allowed to fully recover from anesthesia 
prior to inducing the ischemic condition. The applicable ischemic condition is induced in awake rabbits placed in 
a standard rabbit restrainer. Although stroke is reportedly not painful in humans, it has the potential of being 
distressful, if severe. It is for this reason that these studies are identified as USDA category £ studies. The 
animal models used in these studies have previously been used to develop the only FDA-approved treatment 
for stroke. In order to develop treatments, it Is necessary to use a model system that accurately reproduces 
human stroke. 

Following induction of the ischemic condition the animals are kept in the lab under close observation for at least 
2 hours. A post-procedure behavioral scale (scaling 0-5) is used when monitoring the animals to rale the 
severity of the stroke. If it is determined that the severity of stroke is such that there is a potential that animals 
may not be able to eat or drirtk or if they may be in pain or distress, per the objective scoring behavioral scale, 
they .are euthanized. Animals are monitored and evaluated daily by veterinary and laboratory staff utilizing the 
post-procedure behavioral scale and ensuring animals are able to eat and drink. 

The main purpose of these studies using both the rabbit spinal cord ischemia and cerebral ischemia models is 
to develop new and effective treatments for ischemic injuries. Novel targets for therapeutic intervention include 
neuroprotection with compounds that reduce the inflammatory cascade and apoptotic mechanisms, including 
non-steroida! anti-inflammatory drugs, cyclo-oxygenase inhibitors (COX-2) and platelet-adhesion antagonists. 
We are also focused on early inhibition of the ischemic cascade and are studying compounds that reduce 
excilotoxicity and inhibit the deleterious effects of free radicals. 

Typically, two classes of compound are used as pain-relievers in experimental animals. They include morphine 
analogs and NSAID’s. Neither class of compound can be used in our experimental Ischemia studies for many 
reasons, including their ability to confer neuroprotection via a variety of mechanisms and their ability to reduce 
inflammation. Since we are actively developing novel thrombolytics for the treatment of acute ischemic stroke 
compounds that affect blood chemistry especially the clotting mechanisms (e.g. aspirin), will interfere with the 
assessment of thrombolytics. A brief review of the scientific literature shows that simple compounds such as 
aspirin confer neuroprotection in models of CNS disease (Telsmann and Ferger, Synapse 39; 167-174, 2001; 
Grilli et al.. Science 274; 1383-1385; Vartiainen et al,, J. Neurochem. 8,2; 329-336, 2002). Moreover, other 
aspirin-like platelet inhibitors can reduce ischemic brain damage (Moriguchi etal., JPET 308: 1094-1101. 2004). 
Historically, morphine and its analogs including buprenorphine have been known to be neuroprotective 
(Mastronardi and Cafiero. Minerva Anesthesiol, 67:332-7, 2001). The authors point out that that delta-opiate 
receptor compounds confer a preconditioning-llke protective effects against myocardial ischemia mu-opiate and 
kappa-opiate receptors are involved in ischemic preconditioning against seizures in the brain. Moreover, a 
recent publication showed that treatment of rats with buprenorphine reduced lesion-induced cell death (Ozden 
ef al., J. Neurotrauma 21 ;-73-82, 2004). 

Anesthetics that interact or regulate potassium channels in the CNS play an important role in neuroprotection 
against brain and spinal cord ischemia (Heurteaux et al., EMBO J. 2004 Epub). Currently, there is literature 
showing that reducing body temperature (hypothermia) by 1 or more degrees may be neuroprotective (Smith J. 
Vase. Interv. Radiol. 16:S3-12, 2004), Since many anesthetics reduce body temperature, it is likely that 
neurbprotection will be observed in our ischemia models. Animals are allowed to recover from anesthetic prior to 
producing stroke because of these anesthetic and hypothermic effects and in order to have a more relevant 
model by producing stroke in an awake animal. 
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Taken together, the scientific literature clearly shows that systemic intei'vention with analgesics and/or 
anesthetics in our models may obscure and interfere with the studies of new therapeutics to treat spinal cord 
ischemia and cerebral stroke. In both the rabbit spinal cord ischemia and brain ischemia models, there is a very 
low incidence of pain and/or distress. A typical study requires the use of 20-24 rabbits based upon power 
analysis calculations in order to complete a quantal analysis curve. Therefore, a complete study, including 3-4 
durations of ischemia or treatment groups, required approximately 80 rabbits. Historically, approximately 20% 
are euthanized Within the first two hours due to severity of the stroke (3-5 on our scoring scale). We have found 
that out of every 80-100 rabbits used according to the approved protocols, 4-5 rabbits must be euthanized after 
the first two hours and before the completion of the study due to severity of stroke and/or potential distress. Of 
the 1028 rabbits used for these studies during this reporting cycle 52 animals were humanely euthanized due to 
severity of stroke and/or potential distress and are reported in the 2004 USDA Annual Report as category E, 
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sheets if necessary.) 


FACILITY LOCATIONS (Biles) 
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C Number ol 
oniirials upon 
■ which leaching, 
research, 
experiments, or 
lests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
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2). Each principal investigator has considered alternatives to palnlul procedures. 
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810 Vermont Avenue, NW 

Washington, DC 20420 

3. REPORTING FACILITY (Lisl all locations where animals were housed or used in actual research, tesling, leaching, or experiinenlalion, or held lor these purposes. Attach addilioiial 
sheets il necessary.) 


FACILITY LOCATIONS (Sites) 


664-VA San Diego Healthcare System 

3350 La Jolla Village Drive 

San Diego, CA 92161 
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A. 

Animals Covered 

By The Animal 

Welfare Regulations 

B. Number ol 
animals being 
bred, 

condilioned, or 
held lor use in 
teaching, lesling, 
experiments, 
research, or 
surgery bul not 
yet used lor such 
purposes. 

C Number ot 
animals upon 
which leaching, 
research, 
experimenis, or 
tests were 
conducted 
involving no 
pain, distress, or 
use ol pain- 
relieving drugs. 

P- Number ul animals upon 
which experiments, 
teaching, research, 
surgery, or lesis were 
conducted involving 
accompanying pain or 
distress to Ihe animals 
and lor which appropriate 
anesihetic, analgesic, or 
Iranquili^ing drugs were 
used. 

E. Nurnbei ol animals upon which teaching, 
experimenis, research, surgery or tests were 
coiiducled involving accompanying pain or distress 
to ihe animals and lor which ihe use ol appropriate 
anesthetic, analgesic, or Iranquilieing drugs would 
have adversely aftecled Ihe procedures, results, or 
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0 

8. Rabbits 

0 

3 
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9. Non-human Primates 





0 

10. Sheep 





0 

11. Pies 
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12. Other Farm Animals 
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t) Prolessionally acceptable standards governing Die care, Irealineni, and use ot animals, including approriale use ol anesthetic, analgesic, and lranquili,^iiig drugs, prior to, during, 
and lollowiiig actual research, leaching, testing, surgery, or eKperiinenlalion were lollowed by this research facility. 

2) Each principal investigator has considered allernalives to paiiitui procedures 

3) This laciliiy is adhering to the standards and regulations uniter the Act, and it has required that exceptions to the standards and regulations be specified and explained by tlie 
principal investigator and approved by the Insliintiunal Animal Care and Use Cuinmiliee (lACUC) A summary of all such exceptions is attached to this annual report. In 
addition lu idenlilyhig Die lACUC-upproved exceptions, this summary includes a brief explanaiion ot the exceptions, as well as Die species and number ul animals aflected 


4) The attending veterinarian tor this research lacility lias ap|iropiiatc aulhorily to ensure the provision of adequate veterinary care and to oversee the adequacy ot other aspects at 
animal care and use 
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810 Vermont Ave, N.W. 
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sheets il necessary ) 

eatch, lesiiiig, leaching, ot experimenlalion, or held tor these purposes. Attach additional 


FACILITV LOCATIONS (Sites) 


//600 - VA Long Beach Healthcare System 

5901 E 7th Street 

Long Beach, CA 90822 
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By The Animal 

Weliare Regulations 

B. Number ol 
animals being 
bred, 

conditioned, or 
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leaching, testing, 
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yet used tor such 
purposes. 
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animals upon 
which leaching, 
research, 
experimenis, or 
tests were 
conducted 
involving no 
pain, distress, or 
use of pain- 
relieving drugs. 

G. Number ol antinals upon 
which experimenis, 
teaching, research, 
surgery, or tests were 
conducted involving 
accompanying pain or 
distress lo the animals 
and lor which appropriate 
anesthetic, analgesic, or 
tranquili 2 ing drugs were 
used. 

E. Numbei ot animals upon which leaching, 
experimenis, research, surgery or tests were 
conducted involving accompanying pain or distress 
to Ihe animals and tor which Ihe use ol appropriate 
anesthetic, analgesic, or Iranquili2ing drugs would 
have adversely altccicd the procedures, results, or 
interpretation of Ihe leaching, research, 
experimenis, surgery, or tests. (An explanation of 
the procedures producing pein or distress in these 
animals and the reasons such drugs were not used 
must be attached to this report). 

F. 
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9. Non-human Primates 






10 . Sheep 






11. Pios 






1 2. Other Farm Animals 












13. Other Animals 






Rats 

62 

688 

927 

552 

2229 

Mice 

27 

468 

24 

11 

530 








I ASSURANCE STATEMENTS 


1) Prulessionally acceptable standards governing ihe care, Irealrrieni, and use oi animals, including approriale use ol aiieslhelic, analgesic, and lranquili.iiny drugs, prior to, during, 
and lullowing actual research, leaching, Icsiing, surgr:ry, or experiinentatioii were lollowed by this research tacitity. 

2) . Each principal iiivestigalur has considered alternatives lo painlul procedures 

3) This tacilily is adhering to Ihe standards and regulalions umler Ihe Act. and it has required that exceptions to Ihe standards and regulations be specilied and explained by Ihe 
principal invesliyatur and approved by the Insiiiiitionul Animat Care and Use Coinmiliee (lACUC). A summary of all such exceptions is attached to this annual report. In 
addition to idenlilying the lACUC-apptoved exceptions, this suinniary includes a brief explanation ot Ihe exceptions, as well as Ihe species and numbei ut animals altecleil 


4) The attending veterinarian lor this research facility has appiopriale authority lo ensure Ihe provision ut adequate veterinary care and to oversee the adequacy ol oilier aspects ul 
aniinal care and use. 
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Explanation of Category E: 
Rabbits 


PI: Haake 
Protocols: 

Number of animals under Category E: 28 

Procedures involving rabbits fall into Category E because of immunization with adjuvant, 
which is required for adequate B cell production. Rabbits are sedated with acepromazine 
0.25-0.5 mg/kg SC or IM given 10-15 minutes prior to immunization. 

PI: Ohning 
Protocol: 

Number of animals under Category E: 4 

The reason that procedures involving rabbits fall into category E is because of 
immunization with adjuvant, which is required for an adequate antibody response. 

Rabbits are sedated with acepromazine 0.25-0.5 mg/kg SC or IM given 10-15 minutes 
prior to immunization. 

Rats 


PI: Mayer 
Protocols: 

Number of animals under Category E: 443 

The rats listed under USDA Category E were subjected to Water Avoidance stress and 
Colorectal Distension as described in protocols entitled “ Modulation of the Pain 
Response to Repetitive Colorectal Distention ’’ (VA project # 0041), “ Influence of 
choronic water avoidance stress on visceral sensitivity in rats ” (VA project # 0055). 
Water Avoidance causes no harm to the animals, but does cause them discomfort 
(psychological stress), which is a necessary part of the protocol. Colorectal distension 
does cause brief pain, however the stimulus is of a very short duration (20 seconds) and is 
also used in humans. This response cannot be elicited in anesthetized animals. Because 
the investigator is studying the analgesic effect of different drugs, the use of other 
analgesics would confound the results and interpretation of the study. None of the rats 
used during this time interval exhibited signs of excessive or prolonged pain (agitation, 
vocalization or bleeding during or following testing), which would have necessitated 
immediate euthanasia. 

PI: Sattin/Pekary 

Number of animals under Category E: 25 

25 rats were categorized under Category E for the VA merit review study because the 
forced swim test is considered psychologically painful. These rats cannot be anesthetized 
because they would drown during the forced swim test. 



PI: Tache 
Protocol: 

Number of animals under Category E: 30 

A colorectal distention model is used in rats. The study addresses the role of stress and 
CRF in the genesis and/or maintenance of lower gut motor function alteration and 
visceral hypersensitivity/pain symptoms. The distention process is unavoidable because 
the visceral pain response to distention needs to be compared to the response observed 
after the test substance administration. Because anesthesia will block the abdominal 
contraction response to distention and because the effect of potential analgesics is 
studied, the use of anesthesia or other analgesics will confound the data and their 
interpretation. Thus the pain response to colorectal distention is studied without prior 
analgesia. 

PI: Wasterlain 
VA Merit Review # 971 1-041 
NIH/UCLA grant # 12105-02 
Number of animals under Category E: 423 

The rats were placed in Category E because they undergo a period of seizures which are 
not treated during that time. While humans who have had similar seizures do not report 
pain there may be some distress. The rats are not treated during the seizure period 
because it is the mechanism of brain damage due to untreated seizures which is being 
studied in order to develop better treatment. 


PI: Yang 
VA protocol 

UCLA ARC # 2002-032-02 
Number of animals under Category E: 10 

The rats were used to study the effect of energy deficiency on brain neuronal activation. 
The rats were fasted for 48 hours and then were euthanized. 


Mice 


PI: Haake 
Protocol #: 

Number of animals under Category E: 24 

Procedures involving 24 mice fall into Category E because of immunization with 
adjuvant, which is required for adequate B cell production. 

PI: Mayer 
Protocol: 

Number of animals under Category E: 13 

The mice listed under Category E were subjected to chemical stimulation of the colon as 
described in protocol entitiled “ Modulation of stress-induced pain response in mice ” (VA 
project The end point of the chemical stimulation of the colon is significant pain 



and discomfort that cannot be alleviated by analgesic since the aim of the study is to 
investigate pain behavior. 

PI: Pandol 
Protocols: 

Number of animals under Category E: 40 

40 mice are listed under Category E for Protocols . In the 

mouse model of experimental pancreatitis (#01 1 1-042), high doses of cerulein (an 
analogue of CCK), given as intraperitoneal ourly injections, cause acute pancreatitis. In 

Protocol I 1 the animals receive either intraperitoneal injections of cerulein or 

vehicle every hour for 7 hours. 
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addition lo kteniitying Ihe lACUC-approved exceptions, ihis summary includes a briel explanation oi Ihe exceptions, as well as the species and number ol animals utlecled. 
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animal care and use. 
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conditioned, or 
held for use in 
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conducted 
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pain, distress, oi 
use of pain- 
relieving drugs. 

D. Number of animals upon 
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teaching, research, 
surgery, or tests were 
conducted Involving 
accompanying pain or 
distress to the animals 
and for which appropriate 
anesthetic, analgesic, or 
tranquilizing drugs ware 
used 

E, Number of animals upon which teaching 
experiments, resesrch, surgery, or tests were 
conducted Involving accompanying pain or distress 
to the animals and for which the use of e^jproprtate 
anesthetic, analgesic, or tranquilizing drugs would 
have adversely atfacted the procedures, results, or 
Interpretation of the teaching, research, 
experiments, surgery, or teats. (4/1 oxplanatlon of 
tha pmcaduraa producing pain or diatrass in thosa 
animals and tha raasons such drugs wars not uaad 
must ba attachad to this raport) 

F. 

TOTALNO 

OF ANIMALS 

(Cols. C 

D + E) 

4. Dogs 


13 

11 


24 

5. Cats 






6. Guinea Pigs 

8 


149 


149 

7. Mamsters 






8. Rabbits 



52 

32 

84 

9. Non-human Primates 



1 


1 

10. Sheep 






11., Pips 






12. Other Farm Animais 












13 Other Animals 






Rats 

358 

1801 

2076 

931 


Mice 

698 

678 

3712 

77 

HIM9 








pSSURANCE*ST^^MENTS 


1) Professlonallyacceptable standards governing the care, treatment, and use of animals Including appropriate use of anesthetic, anafgesic, and trarKiuilizing drugs, prior to, during 

and following actual research, teaching, testing, surgery, or experirrrentatlon were followed by this research facility 

2) Each principal investigator has considered alternatives to painful procedures. 

3) This facility is adhering to the standards and regulations under the Act, and It has required that exceptions to the standards and regulations be specified and explained by the 
principal Investigator and approved by the Institutional Animal Care and Use Committee (lACUC). A summary of all auch axcaptlona la attached lo thia annual report. In 
addition to Identifying the lACUC-approved exceptions, this summary Includes a brief explanation of the exceptions, aa wall as the species and number of tmlmals affected. 

4) The attending vatertnarlanfor this research facility has appropriate authority to ertsure the provision of adequate veterinary care and to oversee the adequacy of other aspects of 

animal care and use. 


CERTIFICATJON BY HEADQUARTERS RESEARCH FACILITY OFFICIAL 
(Chief Executive Officer or Legally Responsible Institutional Official) 

1 certify that the ebove 1$ true, cortect, end complete (7 U.S.C. Section 2143). 

1 SIGNATURE OF CEO OR INSTITUTIONAL OFFICIAL 

NAME & TITLE OF CEO OR INSTITUTIONAL OFFICIAL (Typo or Print) 

DATE SIGNED 


APHIS FORM 7023 vs form I8-23 (OCT SB) which is obsolete 


(AUG SI) 








































